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FEDERAL FOOD, DRUG, AND COSMETIC ACT 
(Residues of Pesticide Chemicals—Agricultural Commodities) 


MONDAY, MARCH 8, 1954 


Houser or REPRESENTATIVES, 
CoMMITTEE ON INTERSTATE AND Foreign ComMMERCE, 
Washington, D..G. 

The committee met, pursuant to ca l, in room 1334, New House 
Office Building, Hon. Carl Hinshaw presiding. 

Mr. Hinsu aw. The committee will come to order. The committee 
has met this morning to hear witnesses in consideration of H. R. 7125, 
a bill introduced by Mr. Miller of Nebraska, to amend the Federal 
Food, Drug. and Cosmetic Act with respect to residues of pesticide 
chemicals in or on raw agricultural commodities. 

I will submit a copy of the bill for the record. 

(The bill, H. R. 7125, is as follows :) 





[H. R. 7125, 88d Cong., 2d sess 


A BILL ‘1 vend the Federal Food, Dru ind Cosmetic Act with respect to resid 
pesticide chemicals in or on raw agricultural « moditie 

Be it enacte vy the House of Representatives of the United States of Americe 
in Congress as nbled, That section 201 of the Federal Food, Drug, and Cosmetic 
Act is amended by adding at the end thereof the following new paragraphs: 

“(q) The term ‘pesticide chemic: meuns any substance which, alone, in 
chemical combination or in formulation with one or more other substances, is an 
‘economic poison’ within the meaning of the Federal Insecticide, Fungicide, and 
Rodenticide Act i | Ss. ( secs. 1385-135k) as now in force or as hereafter 
amended, and which is used in the production, storage, or transportation of ray 
agricultural commodities. 

(r) The term ‘ra agricultural commodity’ ns any food in is raw o 
natural state, including all fruits that are washed, colored, or otherwis« eated 
in the unpeeled natural form prior to marketing,’ 

SI 2. Clause (2) of section 402 (a) of the Federal Food, Drug, ad ¢ 
Act is ended to read as follows: 


“(2) if it bears or contains any added poisonous or added deleterious sub- 
stance, except a pesticide chemical in or on a raw agricultural commodity 
hich is unsafe within the meaning of section 406, of if it is a raw agi 1 


tural commodity and it bears or contains a pesticide chemical which is 


f 


ife ithin the meaning of section 408 (a); 
Si 3. Chapter IV of the Federal Food, Drug, and Cosmetic Act is amended 
by addi at the end thereof the following new section: 
ES FOR PESTICIDE CHEMICALS IN OR ON RAW AGRICULTURAI OM MODITIES 
Src. 408 Any poisonous or deleterious pesticide chemica any 
cide chemical which is not generally recognized, among experts qualified by 
scientific training and experience to evaluate the safety of pesticide chemicals 
safe for use, added to a raw agricultural commodity, sha e deemed unsafe fox 


the purposes of the application of clause (2) of section 402 (a) unless 
“(1) a tolerance for such pesticide chemical in or on the raw agricultural 
commodity has been prescribed by the Secretary of Health, Education, and 


1 
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Welfare under this section and the quantity of such pesticide chemical in 
or on the raw agricultural commodity is within the limits of the tolerance 
so presc ribed; or 

“(2) with respect to use in or on such raw agricultural commodity, the 





pesticide chemi ! been exempted from the requirement of a tolerance 
by the Secretary under this section 
While a tolerance or exemption from tolerance is in effect fora pesticide chemical 
w espect to raw agi ltural commodity, such raw agricultural commod- 
ty shall not, by reas of bearing or containing any added amount of such pesti- 


cide chemical, be considered to be adulterated within the meaning of clause (1) 


(b) The Secretary shall promulgate regulations establishing tolerances with 
respect to the use il ‘ agricultural commodities of poisonous or deleter 
pesticide che ‘ and of pesticide chemicals whi are not generally rec- 

g ed ng experts scientific training and experience to evaluate 
the safet f pesticide safe for use, to the extent necessary to pro- 
1 the public health ing any such regulation, the Secretary shall 





sive appropriate consideration, among other relevant factors, (1) to the necessity 
for the production of an adequate, wholesome, and economical food supply; (2) 
to the other ways in which the consumer may be affected by the same pesticide 


chemical or by other related substances that are poisonous or deleterious; and 

}) to the opinion of the Secretary of Agriculture as submitted with a certifi- 
ation of usefulness under subsection (1) of this sectiot1 Such regulations shall 
be promulgated in the manner prescribed in subsection (d) or (e) of this section. 


in carrying out the provisions of this section relating to the establishment of 
tolerances, the Secretary establish the tolerance applicable with respect to 
the use of any pesticide chemical in or on any raw agricultural commodity at 
I fic data before the Secretary does not justify the establish- 
ater tolerance 

‘(c) The Secretary shall promulgate regulations exempting any pesticide chem- 
al from the necessity of a tolerance with respect to use in or on any or all raw 
agricultur commodities when such a tolerance is not necessary to protect the 
public health. Such regulations shall be promulgated in the manner prescribed 
n subsection (d) or (e) of this section. 





»scient 





] y person who has registered, or who has submitted an ap 
plication for the registration of, an economic poison under the Federal Insecticide, 
Fungicide, and Rodenticide Act may file with the Secretary of Health, Educa 


1 Welfare. a petitior roposing the is nee of a regulation establishing 
‘ f le | cA \ h constitute oO sa redient f 
i | ri¢ ‘ i l in in2ere leht Of 
ih economic poison, or exempting the pesticide chemical from a tolerance. The 
petition shall « n data showing— 
\ { el i identit | n of the pesticide 


‘(B) the amount, frequency and time of application of the pesticide 
che! al 
(C) ll reports of investigations made with respect to the safety of the 
I emica 
D) the results of tests on the amount of residue remaining, including 
i . ; the i ] Is used 
(E) practicable methods for removing residue which exceeds any pro 
posed tolerance 
I’) proposed tolerances for the pesticide chemica f tolerances are 
proposed ; and 
G) reasonable grounds in support of the petition 
Samples of the pesticide chemical shall be furnished to the Secretary upon re 
quest Notice of the filing of such petition shall be published in general terms 
he Seereta within thirty days after filing. Such notice shall include the 
analytical methods available for the determination of the residue of the 
pesticide chemical for hich a tolerance or exemption is proposed 


2) Within ninety days after a certification of usefulness by the Secretary 
of Agriculture under subsection (1) with respect to the pesticide chemical 
named in the petition, the Secretary shall, after giving due consideration to the 
data submitted in the petition or otherwise before him, by order make public 

lation 
“(A) establishing a tolerance for the pesticide chemical named in the 
petition for the purposes for which it is so certified as useful, or 
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“(B) exempting the pesticide chemical from the necessity of a tolerance 
for such purposes, 
unless within such ninety-day period the person filing the petition requests that 
the petition be referred to an advisory committee or the Secretary within such 
period otherwise deems such referral necessary, in either of which event the 
provisions of paragraph (3) of this subsection shall apply in lieu hereof. 

“(3) In the event that the person filing the petition requests, within ninety 
days after a certification of usefulness by the Secretary of Agriculture under 
subsection (1) with respect to the pesticide chemical named in the petition 
that the petition be referred to an advisory committee, or the Secretary within 
such period otherwise deems such referral necessary, the Secretary shall 
forthwith submit the petition and other data before him to an advisory con 
mittee to be appointed in accordance with subsection (g) of this section 
As soon as practicable after such referral, but not later than sixty days there 
after, unless extended as hereinafter provided, the committee shall, after in 
dependent study of the data submitted to it by the Secretary and other data 
before it, certify to the Secretary a report and recommendations on the pi 
posal in the petition to the Secretary, together with all underlying data and 


a statement of the reasons or basis for the recommendations Che sixty-day 
period provided for herein may be extended by the advisory committee for an 
additional thirty days if the advisory committee deems this necessary Within 


thirty days after such certification, the Sec retary shall, after iving due con 
sideration to all data then before him, including such report, recommendations, 
underlying data, and statement, by order made public a regulation 
“(A) establishing a tolerance for the pesticide chemical named in the 
petition for the purposes for which it is so certified as useful ; on 
“(B) exempting the pesticide chemical from the necessity of a tolerance 
for such purposes. 
“(4) The regulations published under paragraph (2) or (3) of this subse¢ 
tion will be effective upon publication. 
“(5) Within thirty days after publication, any person adversely affected by a 


regulation published pursuant to paragraph (2) or (8) of this subsection, or 
pursuant to subsection (e), may file objections thereto with the Secretary, 
specifying with particularity the provisions of the regulation deemed objection 
able, stating reasonable grounds therefor, and requesting a public hearing upon 
such objections. A copy of the objections filed by a person other than the peti- 
tioner shall be served on the petitioner, if the regulation was issued pursuant to 
a petition. The petitioner shall have two weeks to make a written reply to the 
objections. The Secretary shall thereupon, after due notice, hold such public 
hearing for the purpose of receiving evidence relevant and material to the issues 
raised by such objections. Any report, recommendations, underlying data, and 
reasons certified to the Secretary by an advisory committee shall be made a part 
of the record of the hearing, if relevant and material, subject to the provisions of 
section 7 (c) of the Administrative Procedure Act (5 U. S. €., see. 1006 (c)). 
The National Academy of Sciences shall designate a member of the advisory 
committee to appear and testify at any such hearing with respect to the report 
and recommendations of such committee upon request of the Secretary, the pe- 
titioner, or the officer conducting the hearing: Provided, That this shall not 
preclude any other member of the advisory committee from appearing and testi 
fying at such hearing. AS soon as practicable after completion of the hearing, 
the Secretary shall act upon such objections and by order make public a regu- 
lation. Such regulation shall be based only on substantial evidence of record 
at such hearing, including any report, recommendations, underlying data, and 
reasons certified to the Secretary by an advisory committee, and shall set forth 
detailed findings of fact upon which the regulation is based. No such order shall 
take effect prior to the ninetieth day after its publication, unless the Secretary 
finds that emergency conditions exist necessitating an earlier effective date, in 
which event the Secretary shall specify in the order his findings as to such 
conditions. 

“(e) The Secretary may at any time, upon his own initiative or upon the 
request of any interested person, propose the issuance of a regulation estab 
lishing a tolerance for a pesticide chemical or exempting it from the necessity of 
a tolerance. Thirty days after publication of such a proposal, the Secretary 
may by order publish a regulation based upon the proposal which shall become 
effective upon publication unless within such thirty-day period a person, who has 
registered, or who has submitted an application for the registration of, an eco- 
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nomie poison under the Federal Insecticide, Fungicide, and Rodenticide Act 
containing the pesticide chemical named in the proposal, requests that the pro- 
posal be referred to an advisory committee. In the event of such a request, the 
Secretary shall forthwith submit the proposal and other relevant data before 
him to an advisory committee to be appointed in accordance with subsection (g) 
of this section. As soon as practicable after such referral, but not later than 
sixty days thereafter, unless extended as hereinafter provided, the committee 
shall, after independent study of the data submitted to it by the Secretary and 
other data before it, certify to the Secretary a report and recommendations 
on the proposal together with all underlying data and a statement of the reasons 
or basis for the recommendations The sixty-day period provided for herein 
may be extended by the advisory committee for an additional thirty days if 
the advisory committee deems this necessary. Within thirty days after such 
certification, the Secretary may, after giving due consideration to all data 
before him, including such report, recommendations, underlying data and state- 
ment, by order publish a regulation establishing a tolerance for the pesticide 
chemical named in the proposal or exempting it from the necessity of a tolerance 
which shall become effective upon publication. Regulations issued under this 
subsection shall upon publication be subject to paragraph (5) or subsection (d). 

“(f) All data submitted to the Secretary or to an advisory committee in sup- 
port of a petition under this section shall be considered confidential by the Secre- 
tary and by such advisory committee until publication of a regulation under 
paragraph (2) or (3) of subsection (d) of this section. Until such publication, 
such data shall not be revealed to any person other than those authorized by the 
Secretary or by an advisory committee in the carrying out of their official duties 
under this section. 

“(g) Whenever the referral of a petition or proposal to an advisory committee 
is requested under this section, or the Secretary otherwise deems such referral 
necessary the Secretary shall forthwith appoint a committee of competent experts 
to review the petition or proposal and to make a report and recommendations 
thereon. Each such advisory committee shall be composed of experts, qualified in 
the subject matter of the petition and of adequately diversified professional 
background selected by the National Academy of Sciences and shall include one 
or more representatives from land-grant colleges. The size of the committee shall 
be determined by the Secretary. Members of an advisory committee shall receive 
as compensation for their services a reasonable per diem, which the Secretary 
shall by rules and regulations prescribe, for time actually spent in the work of the 
committee, and shall in addition be reimbursed for their necessary traveling and 
subsistence expenses while so serving away from their places of residence. The 
members shall not be subject to any other provisions of law regarding the ap 
pointment and compensation of employees of the United States. The Secretary 
shall furnish the committee with adequate clerical and other assistance, and shall 
by rules and regulations prescribe the procedure to be followed by the committee. 

“(h) A person who has filed a petition or who has requested the referral of a 
proposal to an advisory committee in accordance with the provisions of this 
section, as well as representatives of the Department of Health, Education, and 
Welfare, shall have the right to consult with any advisory committee provided 
for in subsection (£) in connection with the petition or proposal. 

“(i) (1) In a case of actual controversy as to the validity of any order under 
subsection (d) (5), (e), or (1) any person who will be adversely affected by 
such order may obtain judicial review by filing in the United States Court of 
Appeals for the circuit wherein such person resides or has his principal place 
of business, or in the United States Court of Appeals for the District of Colum- 
bia Circuit, within sixty days after the entry of such order, a petition praying 
that the order be set aside in whole or in part. 

“(2) In the case of a petition with respect to an order under subsection (da) 
(5) or (e), a copy of the petition shall be worthwith served upon the Secretary, 
or upon any officer designated by him for that purpose, and thereupon the 
Secretary shall certify and file in the court a transcript of the proceedings and 
the record on which he based his order. Upon such filing, the court shall have 
exclusive jurisdiction to affirm or set aside the order complained of in whole or 
in part. ‘The findings of the Secretary with respect to questions of fact shall be 
sustained if supported by substantial evidence when considered on the record asa 
whole, including any report and recommendation of an advisory committee. 

‘(3) In the case of a petition with respect to an order under subsection (1), a 
copy of the petition shall be forthwith served upon the Secretary of Agriculture, 


or upon any officer designated by him for that purpose, and thereupon the 
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Secretary shall certify and file in the court a transcript of the proceedings and 
the record on which he based his order. Upon such filing, the court shall have 
exclusive jurisdiction to affirm or set aside the order complained of in whole or in 
part. The findings of the Secretary with respect to questions of fact shall be 
sustained if supported by substantial evidence when considered on the record 
as a whole. 

“(4) If application is made to the court for leave to adduce additional evidence, 
the court may order such additional evidence to be taken before the Secretary 
of Health, Education, and Welfare or the Secretary of Agriculture, as the case 
may be, and to be adduced upon the hearing in such manner and upon such terms 
and conditions as to the court may seem proper, if such evidence is material and 
there were reasonable grounds for failure to adduce such evidence in the pro- 
ceedings below. The Secretary of Health, Education, and Welfare or the Secre- 
tary of Agriculture, as the case may be, may modify his findings as to the facts 
and order by reason of the additional evidence so taken, and shall file with the 
court such modified findings and order. 

“(5) The judgment of the court affirming or setting aside, in whole or in part, 
any order under this section shall be final, subject to review by the Supreme 
Court of the United States upon certiorari or certification as provided in section 
1254 of title 28 of the United States Code. The commencement of proceedings 
under this section shall not, unless specifically ordered by the court to the 
contrary, operate as a stay of an order. The courts shall advance on the docket 
and expedite the disposition of all causes filed therein pursuant to this section. 

“(j) The Secretary may, upon the request of any person who has obtained 
an experimental permit for a pesticide chemical under the Federal Insecticide, 
Fungicide, and Rodenticide Act or upon his own initiative, establish a tempo 
rary tolerance for the pesticide chemical for the uses covered by the permit 
whenever in his judgment such action is deemed necessary to protect the public 
health, or may temporarily exempt such pesticide chemical from a tolerance. 
In establishing such a tolerance, the Secretary shall give due regard to the 
necessity for experimental work in developing an adequate, wholesome, and 
economical food supply and to the limited hazard to the public health involved 
in such work when conducted in accordance with applicable regulations under 
the Federal Insecticide, Fungicide, and Rodenticide Act. 

“(k) Regulations affecting pesticide chemicals in or on raw agricultural com 
modities which are promulgated under the authority of section 406 (a) upon 
the basis of public hearings instituted before January 1, 1953, in accordance 
with section 701 (e), shall be deemed to be regulations under this section and 
shall be subject to amendment or repeal as provided in subsection (m). 

“(1) The Secretary of Agriculture, upon request of any person who has 
registered, or who has submitted an application for the registration of, an eco 
nomic poison under the Federal Insecticide, Fungicide, and Rodenticide Act, 
and whose request is accompanied by a copy of a petition filed by such person 
under subsection (d) (1) with respect to a pesticide chemical which constitutes, 
or is an ingredient of, such economic poison, shall, within thirty days or within 
sixty days if upon notice prior to the termination of such thirty days the 
Secretary deems it necessary to postpone action for such period, on the basis of 
data before him, either 

“(1) certify to the Secretary of Health, Education, and Welfare that 
such pesticide chemical is useful for the purpose for which a tolerance or 
exemption is sought; or 

“(2) notify the person requesting the certification of his proposal to 
certify that the pesticide chemical does not appear to be useful for the 
purpose for which a tolerance or exemption is sought, or appears to be 
useful for only some of the purposes for which a tolerance or exemption 
is sought. 

In the event that the Secretary of Agriculture takes the action described in 
clause (2) of the preceding sentence, the person requesting the certification, 
within one week after receiving the proposed certification, may either (A) 
request the Secretary of Agriculture to certify to the Secretary of Health, 
Education, and Welfare on the basis of the proposed certification; (B) request 
a hearing on the proposed certification or the parts thereof objected to: or (C) 
request both such certification and such hearing. If no such action is taken, 
the Secretary may by order make the certification as proposed. In the event 
that the action described in clause (A) or (C) is taken, the Secretary shall 
by order make the certification as proposed with respect to such parts thereof 


44285—54—_2 
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iS are requested In the event a hearing is requested, the Secretary of Agri 

I e shall pr ie opportunity for a prompt hearing The certification of 
the Secretary of Ag ilture as the result of such hearing shall be made by 
order and sha e based « on s tinl evidence of record at the hearing 
nd shall set forth detailed findings In no event shali the time elapsing 
etween the making of a request for a certification under this subsection and 
final ce¢ ication by) e Secretary of culture exceed one hundred and sixty 
days. The Secretary shall submit to Secretary of Health, Education, and 








Welfare with any certification of usefulness unde this subsection an opinion, 
vased on the data before him, whether the tolerance or exemption proposed by 
the petitioner reason: vy reflects the amount of residue likely to result when 


the pesticide chemical is used in the manner proposed for the purpose for which 


the certification is made The Secretary of Agriculture, after due notice and 
opportunity for public hearing, is authorized to promulgate rules and regula- 
tions for carrying out the provisions of this subsectio1 


‘(m) The Secretar of Health, Education, and Welfare shall prescribe by 
regulations the procedure by which regulations under this section may b« 
amended or repealed, and such procedure shall conform to the procedure pro 
vided in this section for the promulgation of regulations establishing tolerances, 
including the appointment of advisory committees and the procedure for refer 
ring petitions to such committees 

‘(n) The provisions of section 3083 (c) of the Federal Food, Drug, and Cos 
metic Act with respect to the furnishing of guaranties shall be applicable to 
raw agricultural commodities covered by this section.” 

Sec. 4. There are hereby authorized to be appropriated, out of any moneys in 
the Treasury not otherwise ajypropriated, such sums as may be necessary for 
the purpose and administration of this Act 

Sec. 5. This Act shall take effect upon the date of its enactment, except that 
with respect to pesticide chemicals for which tolerances or exemptions have 
not been established under section 408 of the Federal Food, Drug, and Cosmetic 
Act, the amendment to section 402 (a) of such Act made by section 2 of this 
Act shall not be effective 


(1) for the period of one year following the date of the enactment of 
this Act: or 
(2) for such additional period following such period of one year, but 


not extending beyond two vears after the date of the enactment of this 
Act, as the Secretary of Health, Education, and Welfare may prescribe 
the basis of a finding that conditions exist which necessitate the pre- 


scribing of such additional period. 


on 


( 


Mr. HInNsHAw. I will also submit a copy of the report from the 


Department of Healt Kd tion, and Welfare, in Washington, 
signed by the Acting Secretary, Mr. Nelson A. Rockefeller, who 
closes with the remark: 

I} B 1 of ] ] i ‘ I biection to the sub 

Ss f this rem t tes 

A] . we Wl | sert the repo fro} tne Buri u of the Budget nd 

Department of Ag ilty re, 

The reports above referred to are as follows:) 

DEPART) or H ] ric AND W I 
| lo Vare a 


Chairman, Co f t tat 1 Pore Co 


te « nanerce 
House of Representatives, Washington, D. C. 

Dear Mr. CHatrrMan: Th S in response to your requests for reports on a 

subcommittee print, dated August 1953, or a bill to amend the Federal Food. 


Drug, and Cosmetic Act with respect to residues of pesticide chemicals in or on 
food, and on H. R. 7125, a bill to amend the Federal Food, Drug. and Cosmetic 
Act with respect to residues of pesticide chemicals in or on raw agricultural 
commodities 

oth the subcommittee print and H. R. 7125 are revisions of H. R. 4277. We 


reported on H. R. 4277 on July 14, 1952. Witnesses from the Department testi- 
fied about it at the subcommittee hearing held the same day. Following the 
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hearing, several conferences were held between vour st: 
National Agricultural Chemicals Association, representatives of l 
tions, and representatives of this Department and the Department of Agricul 

» } 


representatives of the 





ture. Most of the differences of opinion over H. R. 4277 were resolved through 
these conferences. H. R. 7125, which was developed out of these meetings and 
which is intended to replace the subcommittee print of August 1, is, in « opi! 
ion, a great improvement over the original bill (In view of the introduction 
of H. R. 7125. we assume that comment on the subcommittee pri S onge! 
desired, and this report is, therefore, addressed exclusively to H. R. 7125.) 

The revised bill has as its basic purposes better protection of the public health 





and simplification and speed hing 
tolerances for pesticide chemical residues on raw agricultural commodities. We 
heartily endorse these objectives 

Under existing law added poisonous and deleterious substances—and most 


} 


pesticide chemicals fa 


zg up the administrative process in establishing 


t 
ll into this class—must be kept out of foods unless they 





are required in production or cannot be avoided in good manufacturing practice 
When the poison is required in production—as many pesticide chemicals are 
required in growing agricultural crops—a tolerance may be established after a 
formal public hearing. Detailed findings of fact and conclusions must be made 
by the Secretary of Health, Education, and Welfare, as to the required use of 
the pesticide and the residue levels that may safely be tolerated 

Insofar as raw agricultural commodities are concerned. the present bill would 
relieve us from the difficult task of having to determine, or prove to a jur) 
whether a given pesticide chemical is “required in production or cannot be avoided 
by good n t 
agricultural usefulness, the determination of which would be left to the Secretary 
of Agriculture. He would evaluate the agricultural needs and certify whether 
the pesticide chemical is useful for the purpose proposed, together with an opinion 
as to the amount of residue likely to remain on the raw ¢ 

This Department would then be responsible for establishing tolerances, o 
exemptions from tolerances, for useful pesticide chemicals. Any food which is a 
raw agricultural commodity and which has been treated wi 
that poisonous or deleterious or that is not generally recognized among experts 


as safe for use, would be deemed unsafe and hence adulterated unless a tolerance 





anufacturing practice,’ and would substitute for that test the test of 





ultural commodity 


ha pesticide chemical 
y 

















or exemption has first been prescribed. Any tolerance prescribed must nit the 
pesticide chemical residue to the extent necessary to protect the pub health 
The bill contemplates that the tolerance shall be fixed at zer 1} ise of the 
chemical thus prohibited-—where the scientific data submitted to establish its 
safety justifies no greater tolerance 

The bill would provide both informal and formal procedure for « iblishiz 
tolerances. But the formal procedure, which includes a i} pub hear 
decision on the record, detailed findings, etc., would not come into play unt ifter 
the informal procedure has been exhausted and has failed to bring ab 
a tolerance satisfactory to all interested parties 

The informal procedure would be started by on fo ( ( or 
an exemption, filed by any person who is also iy for 1 i of 
the economic poison under the Federal Insecticid Fun id nd Rod 1 
Act This petitic would have to inelude scientific data to show hether the 
chemical may be safely used in the manner proposed If satisfied these 
data, 1 would issue a regul on | ' , 
exemption. This action is to he t ! hin 90 ‘ r Cer ‘ 
ulness by the Secretary of el ire 

But wi n H0-d period either the petitions I Denartme 
have the petition, with a ts scientific dat re red t ! 1 | 11 I 
committee of experts for study and recommendat n "| ( mitte { e 
appointed by the Secretary from scientists selected by the Nation: Academy 
of Sciences, including in each case one or more “representatives” from land-grant 
colleges. The full report of the committee, which would include al nderlying 
data and other information before the group as l as its reasons and recom 
mendation, would have to be certified to us within 60 davs r within 120 davs if 
the committee deems additional time necessary. We would then have 30 days. 


after considering the committee’s report, to act on the petition and by order 
announce a regulation establishing a tolerance (which could be zero) or an 
exemption. This order would take effect on publication and would end the 


informal procedure. 
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The formal procedure would start with an objection filed within 50 days to 
this published orde: Any person, including the original petitioner for a toler- 
ance or exemption, would be entitled to file such objection, if adversely affected 
by the order. The original petitioner, assuming that the objection is filed by 
some other person, would be given a chance to reply. A notice of hearing would 
be published and a formal hearing on the issues held. At such hearing, in 
addition to any evidence adduced at the hearing, the report of the advisory 
committee, if the matter had previously been referred to such a committee, would, 
together with all underlying data, be put into the record, subject, of course, to 
the right of all interested parties to cross-examine witnesses and to offer evidence 
in rebuttal, as authorized by the Administrative Procedure Act. 

Judicial review of the final administrative regulations promulgated after 
formal proceedings would be available to the same extent that existing law 
authorizes review of regulations emerging from other formal rulemaking pro 
ceedings. 

The bill would authorize the Secretary to initiate action leading to tolerance 
regulations ; it would provide for the issuance of experimental permits ; it would 
authorize the establishment of regulations for the amendment and repeal of 
tolerances; it would continue existing provisions relating to false guaranties 
applicable to raw agricultural commodities ; and it would provide for the transi- 
tion from existing law to the new procedures 

There are a few features of the bill which we believe could be improved : 

1. The Department of Agriculture has consistently interpreted this bill, both 
in its earlier and present versions, to contemplate that—insofar as economic 
poisons which have not been previously registered under the Federal Insecticide, 
Fungicide, and Rodenticide Act are concerned—registration under the act for 
a given agricultural use must be refused until a tolerance (or exemption) under 
the bill for the pesticide chemicals involved, relating to such agricultural use, 
has been determined and there is adequate evidence that the treated agricultural 
product will not bear a residue in excess of the tolerance. As stated in our report 
on H. R. 4277, we believe that, in view of the additional consumer protection 
which such a meshing of the two acts would afford, this result should not be left 
to a construction of ambiguous language which would not necessarily prevail in 
the courts but should be clearly spelled out in the bill. Moreover, in connection 
with such an amendment to the bill, consideration might well be given to the 
question of the continuation of registered status for economic poisons registered 
prior to the effective date of the bill, after there has been a reasonable period, 
e. g., 1 year, for obtaining a tolerance or exemption under the bill for the active 
ngredients of such economic poisons. 

2. Section 408 (b), pages 3-4, provides that the Secretary, in establishing 
a tolerance or an exemption from a tolerance, shall take into account. among 
other things, the “other ways in which the consumer may be affected by the same 
pesticide chemical or by any other related substances that are poisonous or 


deleterious.” We would interpret the word “related” to include any substance 
having any relationship from a public-health standpoint ; not to mean any chemi 
cally related substances rhis point could be clarified 


3. Both we and the National Agricultural Chemicals Association are agreed that 
under the bill the scientific data must affirmatively show that a given tolerance 
level above zero for a pesticide chemical would be safe for the public health 
before any amount of residue should be allowed. The zero-tolerance provisions 
could be clarified to state more definitely the common understanding 

4. The bill fails to authorize the collection of fees to cover the cost of this 
service. In the absence of additional funds for this purpose, we could not, 
without seriously neglecting other essential functions under the Federal Food, 
Drug, and Cosmetic Act, discharge this responsibility. Not only does the present 
budgetary stringency make it highly desirable that this service be placed on a 
self-sustaining basis, but as a matter of general princple, where a product cannot 
be safely marketed without a governmental determination and clearance as to 
safety, it seems justifiable to charge the cost of making such determination and 
giving such clearance to the industry as a part of the cost of doing business, at 
Jeast insofar as the public interest does not manifestly require the recovery of 
something less than cost. 

5. The references to “subsection (1)” on page 4, line 10; page 6, lines 7 and 25,; 
page 12, line 20; and page 13, line 17, of the bill should read “subsection (1).” 
The word “event” on page 6, line 20, should read “events”, the word “or” on page 
11, line 3, should read “of.” 
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As stated at the outset, we fully endorse the objectives of this bill. We, there- 
fore, recommend that the bill, modified as suggested above, be enacted by the 
Congress. 

The Bureau of the Budget advises that it perceives no objection to the submis 
sion of this report to your committee 

Sincerely yours, 
; NELSON A. ROCKEFELLER, 
icting Secreta 


EXECUTIVE OFFICE OF THE PRESIDEN’ 
BUREAU OF THE BUDGET, 
Washington, D. C., March 8, 1954 
Hon. CHARLES A. WOLVERTON, 
Chairman, Committee on Interstate and Foreign Commerce, House of 
Representatives, Washington, D. C. 

My Dear Mr. CHAIRMAN: This is in reply to your letter of January 13, 154 
requesting the views of the Bureau of the Budget on H. R. 7125, a bill to amend 
the Federal Food, Drug, and Cosmetic Act with respect to residues of pesticide 
chemicals in or on raw agricultural commodities. 

The interested departments are submitting reports to your committee on this 
bill. The Bureau of the Budget concurs in the views of these departments on the 
desirability of the proposed legislation. We wish, however, to point out that 
the administrative arrangements for scientific review of tolerances are less 
flexible than would ordinarily be desirable. In the special circumstances of this 
case, where a major end sought is assurance to the public of a wholesome and safe 
food supply, such arrangements, we believe, are warranted. 

Sincerely yours, 
DonALD R. BELCHER, 
Assistant Director. 


DEPARTMENT OF AGRICULTURE, 
Washington 25, D. C., March 10, 1954 
Hon. CHARLES A. WOLVERTON, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives. 

Dear Mr. WOLVERTON: This is in reply to your request of January 13, 1954, 
for a report on H. R. 7125, a bill to amend the Federal Food, Drug, and Cosmetic 
Act with respect to residues of pesticide chemicals in or on raw agricultural 
commodities. 

This Department favors the bill insofar as it directly affects our programs and 
activities. We have the following comments to make concerning certain pro- 
visions of the bill: 

1. We interpret section 408 (d) (1) to mean that registration operations under 
the Federal Insecticide, Fungicide, and Rodenticide Act shall be coordinated 
with the provistons of this bill relating to the setting of tolerances to protect the 
publi It is understood that for this purpose the time required for registration 
of those products for which a petition for a tolerance or exemption has been 
filed may be greater than the time presently required for registration of economi 
poisons 

2. An interpretive question arises concerning the meaning of the term “useful 
as it is used in section 408 (1), inasmuch as tolerances are set and exemptions are 
made only on those pesticide chemicals which the Secretary of Agriculture cert 
fies as “useful” for the purpose for which a tolerance or exemption is sought 
A related question concerns the matter of the effect, if any, of the certification 
of usefulness on registration of pesticide chemicals under the Federal Insecti- 
cide, Fungicide, and Rodenticide Act. An interpretive statement relating to these 
matters has been agreed upon by representatives of the industry and this De 
partment. A copy of this statement is attached. 

3. Section 408 (1) makes provision for a hearing in the event the Secretary 
of Agriculture proposes to certify that on the basis of the data before him the 
pesticide chemical does not appear to be useful for the purpose for which a 
tolerance or exemption is sought or appears to be useful for only some of the 
purposes for which a tolerance or exemption is sought. This Department does 
not object to the hearing provision of the bill. It should be noted, however, 
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the bill; and a letter from Mr. G. W. Sharpe, of the same company, 


favor of the bill: a letter from Mr. M. F. Crass, Jr., si retary-tre rer, 
Manufacturing Chemists’ Association, Inc., Washington, D. C., ap 
proving the bill; a telegram from Mr. H. W. Hamilton, secretary « 
the Chemical oper ialties M inutact irers’ Association, likew approy 


1? o the ! ill: and a let er Trom Mr. J. Ba ke Y« ne, \W hineton rep 


resentative of the National Cotton Council of A l, approving thi 
hil] : 
W1il. 
Those letters will be put into the record at this point 
The letters and telegram referred to are as follows:) 
I H-NutT PACKING Co.. 
Canajoharie, N. Y., Februar j, J je 


Hon. CHARLES A. WOLVERTON, 


Vember of Congress, House Office Building, Washington 25, D. ¢ 


DEAR Mr. WOLVERTON: Referring to the March 1 hearing on H. R. 7125, which 
amends the Federal Food, Drug, and Cosmetie Act to provide safe tolerances for 
pesticide residues in or on natural foods: This bill should be favorably reported, 
because its proposed amendment is a needed protective one. Moreover, such 
imendment was developed by the agricultural industry itself, it is essentially 
approved by the Food and Drug Administration, and the affected food manu- 
facturers require its enactment I will not testify at the hearing; but the 
Beech-Nut Packing Co., for which I am general counsel, is writing you a letter 
approving this bill, in which it is directly and greatly interested kor this com- 
pany uses large quantities of fruits and vegetables which are exposed to pesticide 
residues, in the manufacture of important food products In short, the protec 
tive need for this amendment is equally assured by the affected food-manufactur 
ing industry and the general consuming public. Therefore I hope that you will 
promote its early approval by Congress. 

Sincerely yours, 
CHARLES WESLEY DUNN, 


BrecH-NuT PACKING Co., 
Canajoharie, N. Y., February 24, 1954. 
Hon. CHARLES A, WOLVERTON, 
Chairman, House Committee on Interstate and Foreign Commerce 
House Office Building, Washington 25, D. C 


DEAR Mr. WOLVERTON: Referring to the March 1 hearing on H. R. 7125: This 
bill amends the Federal Food, Drug, and Cosmetic Act, to provide safe tolerances 
for pesticide residues in or on raw agricultural commodities. The Beech-Nut 


Packing Co. is directly interested in the administrative establishment of such 


tolerances, because it 


it uses large quantities of fruits and vegetables exposed to 
hese residues in its production of important manufactured foods. Consequently, 
he company approves this amendment, in general purpose and principle and 
n, and recommends its early enactment Chis approval is given on the basis 
the amendment proposed by H. R. 7125 is endorsed by the United States 
Food and Drug Administration, which we understand it 
We request that a copy of this letter be placed in the hearing record. 


Respectfully yours, 


t 


Ma 4 Cr \ [ATIO IN¢ 
Wasi dD. ¢ Varel ] h 
t H. R. 7125 
3s A. Wol si 
( Ta j ('¢ ( ( 
Te fR sh ato J) ¢ 
| SI sa cia é owe nme f le | 
‘ + ] ] 
ela g ( | lvis j I ‘ 
DO 1) 
sincerely ( 


M. F. Crass, Jr., Secretary 
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New YorkK, N. Y., March 5, 1954 
Hon. CHARLES A. WOLVERTON, 
Chairman, House Committee on Interstate and Foreign Commerce, 
House Office Building: 

The Chemical Specialties Manufacturers Association having over 3800 mem- 
ber companies believes that H. R. 7125, a bill to amend the Federal Food, Drug, 
and Cosmetic Act with respect to residues of pesticide chemicals in or on 
raw agricultural commodities is in the best interest of the public welfare. 
Chis association desires to submit its endorsement of H. R. 7125 and requests 
favorable consideration of the bill. It is requested that this endorsement be 
made a part of the record 

H. W. HAMILton, Secretary. 


NATIONAL CoTTON COUNCIL OF AMERICA, 
Washington, D. C., March 8, 1954 
Hon. CHARLES A. WOLVERTON, 
Chairman, House Interstate and Foreign Commerce Committee, 
House Office Building, Washington, D. C 

DEAR Mr. WoLverRTON: The National Cotton Council, which represents the 
six segments of the raw cotton industry, submitted a statement to your com- 
mittee during the 1st session of the 88d Congress supporting proposed legisla- 
tion which would provide simplified procedures for establishing safe tolerances 
for pesticidal residue. In supporting H. R. 4277, we pointed out that the 
eotton industry is extremely interested in an aggressive research and develop- 
ment program and widest possible use of more effective pesticides consistent 
with necessary measures required to protect the public 

We understand that your committee did not report this bill out last year 
because of minor objections voiced by the Food and Drug Administration 
and the Department of Agriculture and because of other pressing business 
before your committee 

Since the hearings held last year, the council has worked with farm organi- 
zations, Government agencies, and the chemical industry in developing needed 
technical changes in the proposed legislation. The new bill, H. R. 7125, intro 
duced by Representative Miller (Republican of Nebraska), accomplishes the 
same basic principles as H. R. 4277 and also resolves most of the objections 
voiced at the hearings last year 

Legislation which would provide simplified procedures for setting safe toler- 
ances for pesticidal residue is still needed and in supporting H. R. 7125, we 
urge your committee to take favorable action on this bill. 

Sincerely, 
J. BANKS YOUNG, 
Washington Representative. 


STATEMENT OF HON. A. L. MILLER, A REPRESENTATIVE IN 
CONGRESS FROM THE STATE OF NEBRASKA 


Mr. Hrnsuaw. Last year Dr. Miller introduced H. R. 4277, and 
hearings were held on it by a subcommittee of which Mr. Springer 
was acting chairman and, there was so much controversy about that 
particular bill that no report was made by the subcommittee. There 
was an understanding that a further study would be made in con- 
nection with certain sections of the bill, and that certain changes 
were being made in the language of the bill. H. R. 7125, the present 
bill, is the result of many compromises and, judging by the mail, 
which by the Way Is very voluminous, it seems as if everybody is in 
favor of the bill at the present moment. I do not know of any Op- 
position at this time. . 

Dr. Miller is present. Are you prepared to make a statement, 
Dr. Miller ? 

Mr. Mirxier. I am, Mr. Chairman. 

Mr. Hrysnaw. You may proceed. 
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Mr. Mitzter. Mr. Chairman and gentlemen of the committee, if I 
may submit an analysis of H. R. 7125. 

Mr. Hinsnaw. You may do so. 

Mr. Minurr. This analysis explains the purpose of the bill and 
the improvements over the existing law, and then takes the bill up 
section by section and gives an explanation of the bill. 

If 1 may submit that. 

Mr. Hinsuaw. That will be included in the record, if vou so desire, 


Mr. Mitzter. Yes, Mr. Chairman. 


(The analysis above referred to is as follows :) 
ANALYSIS or H. R. 7125 


PURPOSE OF THE BILL 


The purpose of this bill is to set up an effective administrative machinery 
for regulating the amount of residue which may remain on raw agricultural 
commodities resulting from the use of pesticide chemicals in the production, 
storage, or transportation of such commodities. It would amend certain pro 
visions of the Federal Food, Drug, and Cosmetic Act which presently apply t 
this subject. 

It is widely recognized that pesticide chemicals are necessary tools in the 
production of an adequate, wholesome, and economical food supply and that 
without them the health and living standards of this Nation and of other cour 
tries dependent upon our food exports would be dangerously impaired. They 
are vital adjuncts of American agriculture. The contribution of these chemicals 
in combating the destructive ravages of insects, fungi, rodents, and other pests 
which menace our food supply has been particularly significant during the post 
war years. At the same time, it is to be observed that some of these chemicals 
are poisonous or deleterious if consumed in certain quantities and for this reason 
quantitative limits on the amount which may legally remain on food may become 
necessary. 

With the passage of the Federal Food, Drug, and Cosmetic Act in 1938, Con 
gress authorized the Federal Security Administrator (now the Secretary of 
Health, Education, and Welfare) to establish by regulation quantitative limits 
on the amount of residue which could legally remain on food as the result of 
the addition of necessary poisonous or deleterious substances, including pesticide 
chemicals. (These quantitative limits are generally known as “tolerances” and 
will be hereinafter referred to by this name.) 

Nevertheless, the statutory mechanism provided in 1938 for effectuating the 
administrative exercise of this authority with respect to pesticide chemicals 
has over a 15-year period proven unrealistic, ineffective, and unresponsive to 
modern conditions. Inherent operating inadequacies in the procedure speci 
fied for the establishment of tolerances, extensive developments in the production 
and use of new pesticide chemicals following World War II, together with the 
enactment in 1947 of the Federal Insecticide, Fungicide, and Rodenticide Act as 
a premarketing control of the sale of pesticide chemicals have been prime factors 
which have focused attention upon the serious need for improvement in this 
area. 

IMPROVEMENTS OVER EXISTING LAW 


The principal respects in which this bill would change and improve existing 
law are— 

1. A new and specific method for controlling the residue of pesticide chemicals 
which may remain in or on raw agricultural commodities is set up which is 
distinct from that controlling other poisonous or deleterious substances which 
are used in, or remain in, processed, fabricated, and manufactured food. In 
this way, recognition is given to the peculiar economic, agricultural, and public 
health problems which are important in the regulation of pesticide chemicals and 
to the statutory controls which now apply to these chemicals. Unlike many 
other chemicals which are regarded as poisonous or deleterious under the 
present law, pesticide chemicals are necessary instruments of agriculture ir 
producing and expanding our food supply and are comprehensively regulated 
by the Department of Agriculture under the Federal Insecticide, Fungicide, ani 
Rodenticide Act. 
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by the consumer or the food processor. Such food would include fresh fruits 
and vegetables, grains, nuts, eggs and milk, and similar agricultural produce 
grown or produced at the farm level. It would also include those foods whic! 
have been subjected to certain customary postharvest treatment at the farm 
level prior to marketing such as the washing or coloring of fruits in their 
unpeeled natural form, the stripping of the outer leaves of lettuce, and the 
preparation of fresh green salads. This bill does not cover the regulation of 





the residue from pesticide chemicals which may remain in or on processed 
fabricated, or manufactured food. Such food would include that processed by 
operations such as cooking, freezing, dehydration, or milling Che residue from 
pesticide chemicals remaining in or on these foods reinains subject to the appli 
cable provisions of existing law. For ex ple. the provisions of this bill would 


apply to the residue of DDT remaini: n or on fresh apples or apples which are 
washed or waxed for market The provisions of this bill wonld not apply to any 
residue of DDT remaining in or on applejuice or applesauce which may be 
prepared or produced from such apples 

The term “pesticide chemical” has been selected in order to make it clear that 
tolerances (or exemptions) under this bill are to be established with reference to 
the poisonous or deleterious ingredients of a formulated “economic poison” 
product rather than with reference to the formulated or finished product itself 
Pesticide chemicals for the purpose of this bill are not synonymous with eithe 
“pesticides” or “economic poisons” as these latter terms are accepted in the 
trade and defined in other existing legislation to mean specific brand-name 
formulations intended for pesticidal purposes. For example, in a_ finished 
product containing DDT a tolerance under this bill would be established for DDT 
rather than for the finished product itself 


Section 2 


This section amends section 402 (a) (2) of the present law. Section 402 (a) 
(2) presently provides that a food is adulterated if it bears or contains an added 
poisonous or deleterious substance which is unsafe within the meaning of se 
tion 406. The amendment exempts raw agricultural commodities bearin’ or 
containing pesticide chemicals from this particular provision and provides that 
such a commodity is adulterated if it bears or contains a pesticide chemical which 
is unsafe within the meaning of section 408. Section 408 would be added to the 
law by section 8 of this bill. 


Section 8 





This section amends chapter IV of the present law by adding a Vv sect 0) 
This section would supplant section 406 insofar as the if pes 
chemicals remaining in or on raw agricultural commodities are ed 

Section 408 (a): This subsection specifies the conditions un hich a pest 
cide chemical is deemed unsafe within the meaning of the adulters provi 
sion in section 402 (a) (2). Under this subsection, the residue of a poisot 
or deleterious pesticide chemical or a pesticide chemical which is not genera 
recognized as safe is deemed unsafe if no tolerance or exemption has _ bee 
established for it, or, in the event that a tolerance has been established, if the 


quantity of the residue exceeds the tolerances 
Section 408 (b) : This subsection del 


y of Health, Education, ind Wi fare TI 
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sets forth the princi factors which s 1 a its : 
in taking such action. The factors are designed t issure a2 prop 
between the need for protecting the consumer from unsafe pesticide chemic: 
or on food and the need fo ssuring ar eg e, wholesome, and ¢ 


food supply. The Secretary is authorized to establish the tolerance at the z 
not justified by the scientifi 
Section 408 (c): This subsection authorizes the establishment of regul 


level in cases where a higher tolerance 





exempting pesticide chemicals from the requirements of a tol ce wht 
quantitative restriction on the residue of such a chemical is not necessary 
Section 408 (d): This subsection prescribes the procedure for establishing 


tolerances or exemptions pursuant to a petition 
Paragraph (1) of this subsection sets fe n 
the regulatory process and the type of data which is 
petition. 
A petition may be filed only by a person who has registered, under the Federal 
Insecticide, Fungicide, and Rodenticide Act, an economie poison containing the 
pesticide chemical for which the tolerance or exemption is sought or by a persop 





lay file petition initiat 
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o be contained in the 
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~. The determinati ( juestions of an l ul nature Which are heces 
sari olved in the establishment of tolerances is made a function of the 
Department of Agriculture hile the determination of questions of a public 
health nature remains a inction of the Department of Health, Education, 
and Welfare In this way. a more logis vrouping of governmental functions 
is effected than under existing law which ca he re usibility for determining 
ltural estions as \ s public he I u the Department 
f Health, E tion, and Welfare 

3. Specific time limits r administrative action establishing tolerances are 
prescribed in order to ay the adverse consequences of the inaction and pro- 
ted delay which are inherent in the procedure specified in the present law 
Promptness is vital in this area of re concerned Phe absence of 
erances handicaps the Government orcil he adulteration provisions 
the law, the grower in complying with the d the pesticide manufacturer 
and State agencies which have the responsibi idvising and making rec 

ommendations to the 2 er with respect to ‘ pesticide chemicals. 
4. Provision is made for the appointment of independent committees of scien 
tific experts selected by the Nation Acadeu f Sciences to study proposed 


regulations establishing tolerances for pesticide chemicals and to make recom 
mendations thereon to the Department of Health, Education, and Welfare. This 
provision, enabling the participation of disinterested experts in dealing with 
the highly technical and complex problems which attend this area of regulation, 
is one of the most important features of the bil 

5. The procedure prescribed for establishing tolerances emphasizes informal 
proceedings rather than the formal public hearing type of proceedings. This is 
accomplished in two ways First, the bill sets up a procedure whereby the 
manufacturer or formulator most directly concerned with the establishment of 
a tolerance for a particular pesticide chemical has the right to initiate the 
al by filing a petition. Second, the 


proceedings for a tolerance on that chemi 
ithout a formal public hearing, 


bill provides for the initial setting of tolerances 
limiting such hearings to issues which may remain in dispute at the conclusion 
of the informal proceedings. Existing law requires a formal public hearing 
before any tolerance can be established and such a proceeding can be initiated 

ly upon the request of a substantial segment of the industry or upon the 
initiative of the Government 

6. Enforcement of the adulteration provisions relating to raw agricultural 
commodities bearing pesticide chemicals is simplified and made more effective. 
Under the bill, authority to establish tolerances extends to pesticide chemicals 
not generally recognized, among experts qualified by scientific training and 
experience to evaluate the safety of pesticide chemicals, as safe for use, us well 
as pesticide chemicals which are known to be poisonous or deleterious. 

7. Provision is made for the exemption of pesticide chemicals from the 
requirements of a tolerance in cases where tolerances are not necessary to pro- 
tect the public health and for the establishment of temporary tolerances for 
those pesticide chemicals which are used in or on raw agricultural commodities 
under experimental permits issued by the Department of Agriculture. There are 
no provisions for such exemptions or temporary tolerances in the present law. 


SECTION-BY-SECTION EXPLANATION 


An explanation of the various provisions of the bill is contained in the sec- 
tional analysis which follows. 


Nection 1 

This section contains definitions of the terms “pesticide chemical” and “raw 
ugricultural commodity.’ These terms are not used in the present law. The 
term “pesticide chemical’ is defined to include any substance which alone, in 
chemical combination, or in formulation with other substances, is an “economic 
poison” within the meaning of the Federal Insecticide, Fungicide, and Rodenti- 
cide Act (7 U. 8. C. sees. 135-135h) which is used in the production, storage, or 
transportation of raw agricultural commodities. The term “raw agricultural 
commodity” is defined to include any food in its raw or natural state, including 
fruits that are washed, colored, or otherwise treated in their unpeeled, natural 
form prior to marketing. 

It is intended by these definitions to draw a sharp line of distinction between 
the subjects covered by this bill and the subjects which are unaffected bv this 
bill. This bill covers the regulation of the residue from pesticide chemicals 
which may remain in or on food in its raw or natural state as usually purchased 
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by the consumer or the food processor. Such food would include fresh fruits 
and vegetables, grains, nuts, eggs and milk, and similar agricultural produce 
grown or produced at the farm level. It would also include those foods which 
have been subjected to certain customary postharvest treatment at the farm 
level prior to marketing such as the washing or coloring of fruits in their 
unpeeled natural form, the stripping of the outer leaves of lettuce, and the 
preparation of fresh green salads. This bill does not cover the regulation of 
the residue from pesticide chemicals which may remain in or on processed, 
fabricated, or manufactured food. Such food would include that processed by 


operations such as cooking, freezing, dehydration, or milling Che residue from 
pesticide chemicals remaining in or on these foods remains subject to the appli 
cable provisions of existing law. For example. the provisions of this bill would 


apply to the residue of DDT remaining in or on fresh apples or apples which are 
washed or waxed for market The provisions of this bill would not apply to any 
residue of DDT remaining in or on applejuice or applesauce which may be 
prepared or produced from such apples 

The term “pesticide chemical” has been selected in order to make it clear that 
tolerances (or exemptions) under this bill are to be established with reference to 
the poisonous or deleterious ingredients of a formulated “economic poison” 
product rather than with reference to the formulated or finished product itself 
Pesticide chemicals for the purpose of this bill are not synonymous with either 
“pesticides” or “economic poisons” as these latter terms are accepted in the 
trade and defined in other existing legislation to mean specific brand-name 
formulations intended for pesticidal purposes. For example, in a_ finished 
product containing DDT a tolerance under this bill would be established for DDT 
rather than for the finished product itself. 
Section 2 

This section amends section 402 (a) (2) of the present law. Section 402 (a) 
(2) presently provides that a food is adulterated if it bears or contains an added 
poisonous or deleterious substance which is unsafe within the meaning of sec 
tion 406. The amendment exempts raw agricultural commodities bearins or 
containing pesticide chemicals from this particular provision and provides that 
such a commodity is adulterated if it bears or contains a pesticide chemical which 
is unsafe within the meaning of section 408. Section 408 would be added to the 
law by section 3 of this bill. 


Section 8 











This section amends chapter IV of the present law by adding a vy section 40s 
This section would supplant section 406 insofar as the 1 lues of pest 
chemicals remaining in or on raw agricultural commodities are concerned 

Section 408 (a): This subsection specifies the conditions m r which a p 
cide chemical is deemed unsafe within the meaning of the adulteration previ 
sion in section 402 (a) (2). Under this subsection, the residue of a poisonous 
or deleterious pesticide chemical or a pesticide chemical which is not generally 
recognized as safe is deemed unsafe if no tolerance or exemption has bee 
established for it. or. in the event that a tolerance has been e if the 
quantity of the residue exceeds the tolerance 

Section 408 (b): This subsection delegates the authorit establishing tole 
ances to the Secretary of Health, Education, and Welfare. The subsection al 
sets forth the principal factors which should guide the administrative g 
in taking such action. The factors are designed to assure a proper balan¢ 
between the need for protecting consumer from unsafe pesti chen i 
or on food and the need for ussurir eq f vl sO] ad ¢ 
food supply. The Secretary is iorized to establish the tolerance at the zeré 


level in cases where a higher tolerance is not justified by the scientific data 

Section 408 (c): This subsection authorizes the establishment of regulatic 
exempting pesticide chemicals from the requirements of a tole ce where a 
quantitative restriction on the residue of such a chemical is not necessary 

Section 408 (d): This subsection prescribes the procedure for establis 
tolerances or exemptions pursuant to a petitior 

Paragraph (1) of this subsection sets forth who may file a petition initiating 
the regulatory process and the type of data which is to be contained in the 
petition. 

A petition may be filed only by a person who has registered, under the Federal 
Insecticide, Fungicide, and Rodenticide Act, an economic poison containing the 
pesticide chemical for which the tolerance or exemption is sought or by a person 
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who has submitted an application for such registratio! It is intended by this 
provision to limit the ss of persons who may file a petition to those who are 
in the best position to develop and present the type of scientific data which are 
necessary for the exercise of sound administrative judgment. J . , 
The data to be contained in a petition include full reports of investigations 
made with respect to the safety of the pesticide chemical, the results of tests 





m the amount of residue remaining, including a description of the analytical 
1ethods used, practicable methods for removing the residue which exceeds any) 
proposed tolerance, together with a proposed tolerance 

It is intended that a rule of reason should dictate the nature and extent of the 
information which should be submitted with a petition. Each pesticide chemical 
presents problems peculiar to itself which will affect the type and quantity of 
data which are necessary to permit a reasonably accurate appraisal of safety 
when used as proposed. In this respect, the data as to a particular chemical will 
depend upon many variable factors, including its physical and chemical properties, 
recommended purpose, toxicity, and rate of disappearance. The emphasis to be 
placed on any such factor will similarly depend on the particular pesticide chem- 
ical under consideration and its proposed usage In some cases, it is to be 
expected that, despite extensive research, completely satisfactory analytical 
methods or methods of residue removal may not be available. Where satisfac- 
tory chemical methods have not been developed, reliable bioassay methods may be 
used in lieu of, or in combination with, chemical methods of residue determina- 
tion. 

Paragraphs (2), (3), and (4) set forth the procedure to be followed by the 
Secretary of Health, Education, and Welfare in establishing tolerances or exemp- 
tions in cases where a petition is filed. This procedure contemplates an informal 
rule-making process after the filing of a petition to enable prompt administrative 
action and to obviate unnecessary public hearings or to minimize the issues at 
such hearings in cases where hearings are necessary 

Paragraph (2) provides that the Secretary shall establish a tolerance or exemp- 

on for a pesticide chemical for which a petition for a tolerance or exemption is 
tiled within 90 days after the Secretary of Agriculture has certified that the 

esticide chemical is useful pursuant to subsection (e) Paragraph (3) provides 
for a variation in this procedure which applies when the petition is referred 
to an advisory committee. 

Paragraph (3) sets forth the procedure to be followed when a petition is re 
ferred to an udvisory committee. Under this provision, the petitioner may 





Vithin 90 days after filing a petition request that it be referred to an advisory 

ommittee for consideration or the Secretary may cause such referral upon his 

initiative If such a request or referral is made, the advisory committee is 

ected and appointed in accordance with subsection (g). The advisory com- 
et ifter l 


a study of the petition and other data before it, would certify a 


ort and recommendations to the Secretary within 60 days after the referral 














within 90 days if extended for good cause Che Secretary would then 
‘ ish the tolerance or exemption after having en into consideration the 
report and recommendations of the advisory c« mittes 
Paragrapl 1) provides that regulations estal ng such tolerances or ex 
emptions become effective upon publication in the Federal Register 
Pat aph (5) sets forth the procedure f obtaining and holding public 
hearings on tolerances or exemption regulations which are initia vy promulgated 
upon the basis of the informal process conte ted under paragraphs (2) and 
3). This paragraph provides for a formal rule-making hearing on those parts of 
tolerance or exempt n regulations which n \ objected to Any adversely 
affected person is given the opportunity to request a public hearing in this respect. 


This would include such persons as the person filing the petition. a food processor, 
or food manufacturer, or a grower using the pesticide chemical. Specific pro 
vision is made whereby the report of an advisory committee is deemed competent 


evidence for use at such |} rin In eve ‘ SS-C Cami on of such 





Act, provision is made for a member of the advisory committee to attend and 
testify at the hearing with respect to the report and underlving data. This 
should not be construed to deny the ri of al member of an advisory com 
mittee to so attend or testify with regard to the ijority report of the committee 


or to a minority report if there is one. Re 


report is deemed required under section 7 (« the Administrative Procedure 





a 1 ns resulting from such hearing 
nust be based upon substantial evidence of record 
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Section 408 (e) : This subsection prescribes a procedure whereby the Secretary 
of Health, Education, and Welfare may propose a tolerance or exemption regu 
lation upon his own initiative or upon the request of an interested person. It 
is anticipated that, in the usual case, tolerance or exemption regulations will 
be initiated by petition under subsection (d) rather than under the provisions of 
this subsection. 

Section 408 (f) : This subsection provides that data submitted to the Secretary 
and to advisory committees in support of a petition are deemed confidential 
until publication of a regulation based thereon under paragraph (2) or (3) 
of subsection (d). This provision is designed to assure equitable protection 
to research information until the time when regulations are published for public 
comment and possible formal hearings. 

Section 408 (g) : This subsection specifies the manner in which advisory com 
mittees are selected and appointed and the qualifications of members serving 
on such committees. This is one cf the key provisions of the bili which should 
bring about a more balanced exercise of judgment in establishing tolerances 
than is possible under the present system. For it enables a study of proposed 
tolerances or exemptions by impartial scientific experts of diversified profes- 
sional backgrounds who will be able to bring to bear on the administrative 
process the results of particular experience and expertise in the field. It is 
intended that the Secretary of Health, Education, and Welfare will give con 
siderable weight to the recommendations of these groups of experts. Under this 
bill, advisory committees will be appointed by the Secretary of Health, Edu 
eation, and Welfare and the members thereof will be selected by the National 
Academy of Sciences. In making the selection, the academy will be guided 
by the qualification standards specified in the bill which emphasizes the need 
for experts of diversified experience and background, including experts drawn 
from the agricultural field. It is intended that the academy will select the 
land-grant college representative or representatives on the basis of recom- 
mendations made by the Association of Land-Grant Colleges and Universities 
Provision is made whereby the Secretary of Health, Education, and Welfare 
may prescribe general rules pertaining to the operations of advisory com- 
mittees. It is not intended that such rules should impair the basic flexibility 
and independency of action which will be necessary to the proper functioning 
of the advisory committees under this bill. 

Section 408 (h): This subsection is designed to make it clear that the 
proponent of a tolerance of exemption regulation or his representative and the 
Secretary of Health, Education, and Welfare have the unqualified right to consult 
with an advisory committee. 

Section 408 (i): This subsection provides for judicial review in the United 
States courts of appeals of orders of the Secretary of Health, Education, and 
Welfare establishing tolerance or exemption regulations and of orders of the 
Secretary of Agriculture with respect to certifications of usefulness. The nature 
of judicial review provided for is the same as that provided for in section 10 of 
the Administrative Procedure Act as interpreted in Universal Camera Corp. \ 
National Labor Relations Board (340 U. S. 474), and conforms generally to that 
prescribed in section 701 (f) of the present Federal Food, Drug, and Cosmetic 
Act. Specific provision is made for consideration by the courts of any report and 
recommendation of an advisory committee 

Section 408 (j) : This subsection provides for the establishment of temporary 
tolerances for pesticide chemicals used on an experimental basis in accordance 
with the provisions of the Federal Insecticide, Funcicide, and Rodenticide Act 

Section 408 (k) : This snhbsection saves the effectiveness of tolerance regulations 
which may be promulgated under the authority of section 406 (a) upon the basis 
of public hearings initiated before January 1, 1953 (this embraces at the present 
time only those initiated in 1950 for fresh fruits and vegetables). These regu 
lations would be subject to amendment and repeal under the provisions of this 
bill 

Section 408 (1): This subsection sets forth the functions of the Secretary of 
Agriculture under the bill. Under the present law, the Secretary of Agriculture 
has no responsibility in the setting of tolerances by the Secretary of Health, Edu- 
eation, and Welfare. Agricultural usage and the necessity for using pesticide 
chemicals in agriculture as well as anestions of safety are determined by the 
Secretary of Health, Education, and Welfare under the present law. This bill 
deletates to the Secretary of Agriculture the function of (a) determining the 
usefulness of a pesticide chemical in agriculture, and (hb) stating an opinion 
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whether a proposed tolerance or exemption reasonably reflects the residue which 
is likely to result when the pesticide chemical is used as proposed. The bill 
delegates to the Secretary of Health, Education, and Welfare the function of 
determining safe residue limits from the standpoint of the food consumer. 

Under this procedure, a person who is qualified to file a petition for a tolerance 
or exemption requests the Secretary of Agriculture to make a certification to 
the Secretary of Health, Education, and Welfare that the pesticide chemical 
named in the petition is useful in controlling insects or other pests which affect 
specified raw agricultural commodities for which the tolerance or exemption is 
Sought. After study of the data before him, the Secretary of Agriculture may 
make the certification as proposed or give the person requesting the certification 
the opportunity for a formal hearing based on a record and stated findings. 
Tolerances or exemptions would not be established by the Secretary of Health, 
Education, and Welfare until after a certification of usefulness were made. 
Each certification of usefulness must be accompanied by an opinion by the Secre- 
tary of Agriculture whether the proposed tolerance reasonably reflects the amount 
of residue which may be expected when used as proposed. The Department of 
Agriculture has given its interpretation of the meaning of the term “useful” as 
used in this bill. This interpretation is set forth in appendix A. The Secretary 
of Agriculture is also given the exclusive authority under the bill to promulgate 
regulations implementing the provisions of this subsection. 

It is to be noted that the functions of the Secretary of Agriculture under this 
bill are in addition to those prescribed for the administration and enforcement 
of the Federal Insecticide, Fungicide and Rodenticide Act which is a premarket- 
ing control over economic poisons containing pesticide chemicals. Nothing 
in this bill is intended to change or modify in any way this act and the in- 
terpretations thereunder. 

Section 408 (m): This subsection makes provision for the establishment of 
implementing rules and regulations prescribing the manner in which tolerance 
and exemption rules may be amended or repealed. The bill contemplates that 
such regulations will be made in the manner prescribed in section 4 of the 
Administrative Procedure Act. It is intended that public hearings should be 
held on important implementing regulations and that a minimum of 60 days 
should be allowed for the submission of views by interested persons before the 
adoption of a proposed regulation as final. 

Section 408 (n): This subsection is designed to make it clear that section 
303 (c) of the present law relating to guaranties is applicable to this bill. It 
is not intended to change or modify in any way the guaranty provisions of the 
present law. 

Section 4 

This section contains the usual authorizations for appropriations for the 
administration of the bill. 
Section 5 

This section specifies the time when the provisions of this bill become effective. 
It provides for the effectiveness upon enactment of all provisions of this bill 
except section 2. Section 2 would not become effective as to any pesticide 
chemical for which a tolerance or exemption were not established under section 
3 for a period ranging from a minimum of 1 year to a maximum of 2 years 
after enactment of this bill. This period is for the purpose of providing 
sufficient time for the new procedure prescribed in section 3 for establishing 
tolerances to function as to all affected pesticide chemicals. 

Mr. Mitier. As a Member of Congress, I introduced H. R. 7125, 
the bill now being heard by this committee. The bill would amend 
certain provisions of the F ‘ederal Food, Drug, and Cosmetic Act and 
establish a new section for this act which would deal solely with the 
pesticide—insecticide field. 

I do not feel it is necessary to go into the need of this legislation 
since this was developed in the hearings on H. R. 4277 held by a sub- 
committee of the House Interstate and F oreign Commerce Committee 
last July 14. During those hearings testimony was given objecting 
to certain provisions of H. R. 4277. 
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Since that time numerous conferences have been held with repre- 
sentatives of Food and Drug, the Department of Agriculture, in 
dustry and myself during which H. R. 4277 was redrafted. Many 
changes were made and as a result of those conferences, I introduced 
H. R. 7125. 

The Department of Health, Education, and Welfare, as I under- 
stand it, has three minor changes they will offer which deal with 
wording. I want the committee to know that I have no objections to 
those changes. I understand the Department will also recommend 
that it be given the authority to charge a fee when acting on an 
application for a tolerance. T feel that if any decision is to be made, 
the committee should decide whether the policy should be to collect 
fees on applications. 

The main provision of this bill requires a tolerance be established 
before any pesticide can be used on the market. It also provides 
temporary tolerances for experimental purposes. 

During the hearings conducted by the select committee to investi- 

gate the use of chemical additives in foods, drugs, and cosmetics, it 
was discovered that a tolerance had been established for only one 
product. There are thousands of pesticidal products on the market. 

The present laws are bulky and cumbersome and do not lend them- 
selves to efficiency with the end result being the American people are 
not being afforde xd the protection due them. Congress should correct 
this shortcoming. 

I believe the bill, as it now stands, presents a workable piece of 
legislation under which all groups—Government, industry, and grow- 
ers—can satisfactorily operate and at the same time give increased 
protec tion to the public health. 

The bill simplifies the procedure for the establishment of tolerances 
on agriculture chemicals. The existing procedure has proven im- 
practicable. By insuring that a tolerance be established, it will 
greatly facilitate the enforcement of the laws governing adulterated 
foods in that inspectors would have a standard by which they could 
judge whether a food was adulterated. This would eliminate the 
“stab-in-the-dark” technique presently employed. 

One of the major objections to H. R. 4277 came from the judiciary 
as to the type of court review proposed. 

In view of the testimony given by the learned men on the bench, 
it was decided that it would be in the better interests of all to follow 
the traditional type of judiciary review. Therefore, this section 
was redrafted to bring it into complete alinement with the Adminis- 
trative Procedure Act which should quiet any similar objections. 

In the origin: ul bill, H. R. 4277, objec tion was made to the provision 
to establish an independent panel of experts to review any decisions 
of the Secretary in establishing a tolerance. This provision has now 
been changed, by mutual agreement, to have the panel appointed 
by the Secretary ‘from a list of independent experts nominated by the 
National Academy of Sciences. This would enable the participation 
of disinterested experts in dealing with the technical and complex 
problems which might develop. 

The bill recognizes that questions of an agricultural nature and 
the establishment of usefulness is a function of the Department of 
Agriculture and, therefore, it should be their responsibility. This 
brings the legislation we are now discussing more closely into the 
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Federal Fungicide and Insecticide Act of 1947 which is administered 
by the Department of Agriculture. 

I have a detailed analysis of H. R. 7125 which I am sure the 
members of this committee would like to read and study. It explains 
every section and points out the changes which would be made. I 
would like to make this a part of the record and submit it for your 
consideration. Before concluding, I want to mention a few of the 
national organizations which have endorsed this legislation : 

The Farm Bureau, the Grange, National Apple Institute, United 
Fresh Fruit and Vegetable Association. Association of State Land 
Grant Colleges, members of the food protection committee of the 
National Research Council, the Florida conference group headed by 
Dr. Fiefield, which includes all associations in Florida, the Inte: 
state Manufacturers Association headed by J. M. George of Winona. 
Minn., the American Fido Pathological Service of Baltimore, National 
Association of Farm Cooperatives of Washington, D. C., the Etymo 
logical Society of America with offices at Urbana, Ill., National Can 
ners, and Beech Nut Corp. Iam sure this committee has also received 
numerous letters from interested g ‘oups supporting this legislation 
as it now stands. 

Mr. Lee Hitchner, executive secretary of the National Agricultural 
Chemical Association, is here with his counsel, and will answer any 
questions the committe may have on the bill. 

Mr. Hitchner and his counsel, who has been very active in trying 
to protect the objects of the ae as I said, is present, and if it is the 
wish of the committee, here he is, and you can hear him. 

Unless there are any Gmethtonn you may wish to direct to me, I will 
conclude, urging you to favorably report this bill to the floor. I feel 
it is good, sound legislation which will get to the core of the problem. 
It is de finitely in the interest of pub lie he alth. 

Mr. Sprrncer. Mr. Chairman. 

Mr. Hinsnaw. You want to ask Dr. Miller a question? 

Mr. Springer. Yes. 

Mr. Hinsuaw. Mr. Springer. 

Mr. Sprincer. I would like to ask him a question. 

Mr. Miter. I would like to have Mr. Hitchner and his counsel 
here, to help to answer the questions. 

Mr. Hinsuaw. Mr. Springer was chairman of the subcommittee 
which considered this bill last year. Mr. Springer. 

Mr. Springer. Mr. Chairman, first of all I would like to commend 
Dr. Miller, our colleague, for the excellent work that he did on this 
very controversial matter, as it turned out to be in the hearings before 
the subcommittee last spring. 

May I say for the benefit of the remainder of the committee, espe- 
cially those who were not here, that this turned out to be a real con- 
troversial matter. There was testimony taken. I think it is all 
reported in these hearings on H. R. 4277 

I would like to ask the gentleman this: Have all of the objections 
that were raised at that time, in those hearings been cleared up by 
H. R. 7125 

Mr. Mier. It is my understanding, Mr. Springer, that they have 
been cleared up. I believe that the Departme nt of Health, Education, 
and Welfare has 3 or 4 minor changes that they want to submit; but 
as I understand it, they are not radical departures from the bill. They 
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are more or less concerned in the mechanics of the bill, and have all 
met with no objection. 

Mr. Sprincer. Can you say in that connection. would that be true 
also of the Department of Agriculture? 

Mr. Miuirr. Yes, sir; I understand that is true of the Department 
of Agriculture. 

Mr. Sprincer. All of the matters with reference to the judicial 
appeal have new been straightened out to the satisfaction of the Ad- 
ministrative Procedures Act ? 

Mr. Miuser. Yes, it is my understanding that it has been straight- 
ened out. 

Mr. Sprineer. Is there any segment, economically, of our country, 
that is opposed to this bill, H. R. 7125? 

Mr. Minuer. I have not found any. If there is any who are op 
posed to it, they have not contacted me. 

Mr. Springer. I believe that is all, Mr. Chairman. 

Mr. Douuiver. Mr. Chairman. 

Mr. Hinsuaw. Mr. Dolliver. 

Mr. Doturver. Dr. Miller, I want to commend you for your work 
in connection with this legislation. 

Is there any overlapping, in your opinion, in this legislation and 
the existing legislation with respect to insecticides and fungicides— 
in the 1947 act. 

Mr. Miuxier. Mr. Chairman, may I have legal counsel answer that? 
Tam not a lawyer. 

Mr. Hinsnaw. I think that you can reserve that question until Dr. 
Miller is excused. 

Mr. Dotuiver. All right. 

Mr. Miter. My understanding is that there is no overlapping, but 
I would rather have legal counsel answer that, Mr. Dolliver. 

Mr. Dotutver. I will reserve the question. 

Mr. Hinsuaw. Does anyone else have any questions of Dr. Miller? 

Mr. Douitver. May I ask this one question? This is not intended 
to repeal or disturb that act ? 

Mr. Miter. No. 

Mr. Hinsnaw. Dr. Miller, I think that you are to be commended 
for bringing a bill in before this committee that has such universal 
acceptance. It is a very rare occasion that we find such a thing. 
And, your work with the subcommittee, of which Mr. Springer was 
the chairman, has helped to arrive at this result. 

We thank you very much for your appearance and we would like 
to note at this point the presence of Mr. Horan. our colleague, and 
here. If they will leave their names with the 
clerk of the committee, we will note them in the record. 


1 ; 1 ‘ a a 
other memoers who are 


STATEMENT OF HON. WALT HORAN, A REPRESENTATIVE IN 
CONGRESS FROM THE STATE OF WASHINGTON 


Mr. Horan. Mr. Chairman, may I make one comment ? 

Mr. Hinsuaw. Mr. Horan. 

Mr. Horan. I want the committee to know that our colleague from 
Nebraska (Mr. Miller) has worked for several years on this bill. He 
has consulted with every person that he could find that could make 
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a contribution and we feel that what we have here is something that 
is well worthy of the best attention of this committee. 

Mr. Sprincer. Mr. Chairman, may I add one comment at this 
point ? ; 

Mr. Hrnsuaw. Mr. Springer. 

Mr. Springer. I would like to say, since our colleague, Mr. Horan, 
of Washington, is here, that he spent considerable time working with 
Dr. Miller on this matter and has been keenly interested in this subject, 
in his own district, in his own State, over a long period of time. He 
has worked tirelessly on the preparation of the bill with this other 
group and has done an excellent job. 

Mr. O’Hara. Mr. Chairman, I would like to ask Dr. Miller a ques- 
tion. 

Mr. Hrinsuaw. Dr. Miller, Mr. O’Hara has a question. 

Mr. O’Hara. Doctor, I want to join with our colleagues in com- 
mending you and those who have worked with you on this legislation, 
because it is a highly technical matter and I realize that it is difficult 
to get all of the people interested to agree upon this type of legisla- 
tion. 

I note in reading the bill that there is a provision made for an ap- 
peal to the court of appeals by certain persons who are affected, and 
I wonder if that is the purpose, to refer to all decisions which are 
made, affecting all persons, or whether it is limited ? 

Perhaps that question would better be directed to legal counsel 
when they appear here. Is that correct ? 

Mr. Mittrr. Yes, I would prefer for you to direct that to the legal 
authorities. 

Mr. Priest. Will the gentleman yield? 

Mr. O’Hara. Lam happy to yield to the gentleman. 

Mr. Priest. Is that the question that was discussed at some length 
before the subcommittee last year. 

Mr. O’Hara. I was in the hospital when it was up for hearing be- 
fore the committee. I do not know. Mr. Springer probably knows. 

Mr. Priest. I agree with you that legal counsel could probably bet- 
ter discuss it. 

As I recall it was discussed in the subcommittee when this was con 
sidered last year. 

Mr. Sprincer. Yes. 

Mr. Cartyte. Mr. Chairman. 

Mr. Hinsuaw. Do you wish to ask Dr. Miller a question ? 

Mr. Cartyte. Yes. Dr. Miller, are there any substantial objec- 
tions to H. R. 7125? 

Mr. Mutter. I have not found any. If there is any at this time, I 
do not know where they come from. 

Mr. Chairman, let me say that I appreciate the help that my col- 
leagues have given to me, Mr. Horan, and my other colleagues in the 
House that have helped with this legislation. 

I appreciate the patience and tolerance and understanding of this 
committee, because it has been a technical piece of legislation and I 
think as it is now presented to you, it is a piece of legislation in the 
interest of the public. 
Thank you very much. 
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Mr. Hinsuaw. We thank you for your appearance, Dr, Milles 
and again congratulate you on presenting what appears to be a bill 
which is unanimously supported. 

Mr. Hate. Mr. Chairman. 

Mr. Hinsnaw. Mr. Hale, do you wish to ask Dr. Miller a question ‘ 

Mr. Hate. Yes, sir. 

Mr. Hinsuaw. Dr. Miller, Mr. Hale wishes to ask you a question. 

Mr. Hatz. I wondered if you had read the letter from Mr. Rocke 
feller. 

Mr. Miter. No; I have not. 

Mr. Hate. You have not read it? 

Mr. Minter. No, sir. 

Mr. Hinsuaw. I think there are certain suggestions there for th« 
benefit of the committee. 

Mr. Miuuer. It is dated March 8, I believe. 

Mr. Hare. That is right. I have not read it. It came to my desk 
this morning, but I have not had time to read it. 

It has just occurred to me, if you want to have an opportunity to 
comment on it, you should have that opportunity, and I think tha 
if, after reading the letter, you want to make an insertion in the 
record, you should be allowed to do so. I think the gentleman should 
have that privilege, Mr. Chairman. 

Mr. Hinsitaw. Yes. 

Mr. Hesevron. Mr. Chairman. 

Mr. HinsHaw. Mr. Heselton. 

Mr. Heseiton. Doctor, in reading your statement, I thought you 
addressed yourself to these changes. I take it that the changes 
have been discussed at some length between you and the Depart 
ment, and that you did not have any objection to the changes which 
they have suggested, because they are merely as to a matter of 
procedure. 

Mr. Murr. Yes. 

Mr. Heserron. In the analysis of the bill which you have presented 
for the record, you state that the purpose of this bill is to set up 
an effective administrative machinery, and you stated that the bill 
was taken up section by section. I presume that is what Mr. Rocke- 
feller covers in this letter that just came up. 

Mr. Mitier. And I did not have time to read it and analyze the 
letter. 

Mr. Hesevron. Thank you, Dr. Miller. 


STATEMENT OF LEA S. HITCHNER, REPRESENTING NATIONAL 
AGRICULTURAL CHEMICAL ASSOCIATION, WASHINGTON, D. C. 


Mr. Hinsnaw. Mr. Lea 8. Hitchner, National Agricultural Chem 
ic: al Associ lation, is here to answer any questions that “the members may 
have of a technical nature, and I presume any other questions. I be 
lieve that Mr. Dolliver has such a question. 

Mr. Doxiiver. I addressed my question originally to Dr. Miller, 
author of the legislation, and he referred me to you. Is there any 
conflict between this legislation overlapping ae legislation and the 
Federal Fungicide and Insecticide Act of 1947? 
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Mr. Hrrcuner. No, sir. The present legislation in fact clarifies 
= finitely certain specific requir rementé of the two acts and this in no 

ay overlaps or conflicts with the Federal Insecticide Act of 1947. 

Mr. Douuiver. Does this bill have any effect upon such products 
as animal serums or animal biotics or drugs? 

Mr. Hircuner. No, sir. 

Mr. Dotxtver. It has no effect on that? 

Mr. Hircuner. No effect in that field. 

Mr. Dotuiver. There is, of course, a very strict control already over 
animal drugs and animal serums of that kind, and that kind of thing, 
but this is completely outside that field ? 

Mr. Hircuner. That is correct. That is separate legislation. 

Mr. Dotiiver. Can you give in your own language for the record 
a statement of the field that this legis slation covers ¢ 

Mr. Hrrcwner. This bill covers agricultural chemicals, particu 
larly pesticides. That would cover all insecticides, fungicid s, and 
chemicals used in the production of foods. 

Mr. Dotutver. The object of it being to avoid the use of those chem- 
icals which are harmful to human beings. 

Mr. Hrrcnner. That is correct. 

Mr. Dotttver. Because many of these things upon which these 
chemicals are used are eaten directly in the original state by human 
beings and therefore this is to avoid poisoning in those foods or food 
substances by chemicals; is that right? 

Mr. Hircuner. That is right. 

Mr. Doxutver. That is all, Mr. Chairman. 

Mr. Hinsuaw. Let me ask one question. Have you read the report 
on this bill by the Department of Health, Education, and Welfare? 

Mr. Hircuner. No, sir; I have not seen that report. However, we 
have had numerous conferences with the Department and it was our 
impression that the bill as drafted and submitted was one that they 
could work with and that they had no major objection to it. 

Of course, I would like to say, Mr. Chairman, that very naturally 
there is a big difference of opinion on phraseology. That is not on 
the objectives of the bill. But, as far as I know, the bill as drafted 
meets with universal approval and that was our impression from 
the Food and Drug Administration. 

Mr. O’Hara. Mr. Chairman. 

Mr. Hinsuaw. Mr. O'Hara. 

Mr. O'Hara. During the hearings on the factory inspection bill 
last year, there was at least one witness—I believe from the State of 
our colleague from Washington who gave some testimony with ref- 
erence to his experience as to its administration. I believe that he 
was an apple producer. And, of course, objection was raised to cer- 
tain administrative acts. 

Now, does this bill change the effect of the interpretation upon that 
sort of thing, and its enforcement with the Food and Drug Admin- 
istration ? 

Mr. Hrrenner. No. In fact—— 

Mr. O'Hara. It is your testimony that the bill as written, you think, 
is good legislation ? 

Mr. Hrrcnner. I feel that the bill is definitely good legislation. 
It is good in the interest of the general public from the health phase. 
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It is a definite benefit for the growers of fruits and vegetables in that 
it sets a limit or tolerance on the material that may be used. It pro 
tects the growers from lawsuits and damages, by having an official 
limit established. It speeds up the determination of a tolerance, which 
is a fault of the present legislation, and we think it is very sound 
legislation. 

Mr. O'Hara. Is there any requirement upon the Secretary to reach 

decision upoh any question submitted as to when a decision is to 
be given, within any set time / 

Mr. Hare HNER. Yes: definite tine limits are established in the bill 

Mr. O'Hara. What are those / 

Mr. Hivcuner. May I ask my attorney to answer those questions / 

Mr. HinsHaw. Yes. 


STATEMENT OF GEORGE A. BURROUGHS, REPRESENTING NATIONAL 
AGRICULTURAL CHEMICALS ASSOCIATION, WASHINGTON, D. C. 


Mr. Burrovucus. Yes, Mr. O'Hara; there is such a provision. Under 
this bill tolerances must be established within 90 days after the Secre- 
tary ot Acriculture has certified the usefulness of the pesticide unless 
within such 90-day period the proponents of the tolerance or the 
Department of Health, Education, and Welfare, request that the pro 
posed tolerance be referred to an advisory committee for report and 
recommendation, in which case the 90-day period would be enlarged. 
This enlargement usually amounts to 60 days, although the advisory 
committee has the right to extend the 60-day period to an additional 
30 days after its determination. 

Mr. O'Hara. I suppose then that the procedure would be that the 
Secretary would fix the time, if there was no appeal. 

Mr. Burrovens. That is right. In those cases where the person 
proposing the tolerance requested it, or where the Secretary of the 
Department of Health, Education, and Welfare deemed it necessary. 

Mr. O'Hara. And they would have an appeal to the circuit court of 
appeals, at what point ? 

Mr. Burrovens. You would appeal from the final order by the See 
retary of Health, Education, and Welfare. In other words, if I may 
summarize it this way, Mr. O’Hara, the bill roughly contemplates two 
phases of the administrative processes. The first is the formal one in 
which there is a conference between the Food and Drug Administra 
tion and the petitioner and in which proposal one of these advisory 
committees may participate. Then upon the basis of the facts which 
are considered in that more or less informal procedure, a proposed 
tolerance is then published in the Federal Register. Then, within 
the 30-day period, any interested person, upon the showing of reason 
able grounds, can request a public hearing on disputed issues of the 
proposed tolerance. ‘Then, we would go into the formal hearing of the 
type contemplated by the administrative procedure act. 

Mr. O’Hara. And in that hearing, as you have said, they would offer 
testimony as to, as I understand it, the chemicals, I presume. 

Mr. Burrovens. That is right, sir. And, a record would be made 
at that hearing, and then upon the basis of that record then the 
tolerance would be published, and that would become the binding 
regulation, and it would be from that order—that is, the order based 
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the record of the public hearing—that there would be an appeal 





the reuit court. 

Mr. O°Hara. Where does the National Academy of Sciences come 
into 1té 

Mr. Burrovueus. They come in, they would come in in the initial 


tages of the procedure. In other words, before the public hearing. 


But, the report that they would make would also be introduced at 
the publi p 

ve ld become a part of the evidence which would be reviewed by the 
court in the event of an appeal. 

Mr. O’Hara. Then I believe, even upon an appeal to the circuit 
court of appeals, it 1s permissible for either side to offer additional 
testimony. Is that correct! 

Mr. Burrovcns. Yes; there is a traditional provision in this, but 
the evidence would first have to be sent back to the Department of 
Health, Education, and Welfare, for administrative consideration. 
Then it would be certified back up to the court. 

Mr. O'Hara. Very well, that is all. 

Mr. PRIEST. Will the centleman yield? 

Mr. O'H ARA I would be glad to J ield tO you. 

Mr. Priest. Mr. Chairman. 

Mr. Hinsnaw. The Chair notes with pleasure the presence in the 
committee of Mrs. Sullivan, who is a Member of Congress now. Her 
husband was at one time a distinguished member of this committee. 
I also note the presence of Mrs. Buchanan of Pennsylvania. 

Mr. Priest. 

Mr. Prrest. I just have one question at this point, Mr. Chairman, 
in line with the questions that Mr. O’Hara raised. The National 
(Academy of Sciences, as you said to Mr. O’Hara, enters the proceeding 
only in an advisory or report-finding capacity. That is true, is it not? 

Mr. Burrovucnus. That is correct, Mr. Priest. 

Mr. Priest. If the question of tolerance is referred to the Academy 
of Sciences those responsible in that Academy will appoint a special 
committee from the Academy to make a study of this particular toler- 
erance and report on behalf of the Academy. It has legal status only 
in the event that its findings become a part of the proceedings if there 
San appeal. 

Mr. Burrovens. That is correct. 

Mr. Priest. The Academy’s report might be filed in connection 
with any order issued by the Secretary, which becomes the subject of 
appeal. Is that substantially the procedure with reference to the 
A I lemy of science ¢ 

Mr. Burrovucus. Yes, sir. 

Mr. Priest. That ll at the present time, Mr. Chairman. 

Mr. Hesettron. Mr. Chairman. 

Mr. Hinsuaw. Mr. Heselton. 


Mr. Heseiron. I would like to ask about the language on page 12, 


ic hearings so that it would pecome a part of the records, and 


subsection (1) 2. | it has to do with the appeal to the United 
States court of appeals, particularly this language “in case of actual 
ontroversy as to the Vial uit ot any ordel under S ibsection” j 
{ re milar | neuas elsewhere with reference to such an appeal / 
As to the language “actual controversy as to the validity of any order,” 


what does “actual controversy’ mean / 
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Mr. Burroverns. I believe that is a rather routine introductory 
paragraph in court review proceedings in statutes of a regulatory 
nature. 

- 
can be review in a court there must be an actual e ntroversy, as to the 
constitutional validity or as to the val dity of the order within the 


reaim of the regulatory processes, that 1s, whether it is done iccord he 


it merelv codifies the constitutional doctrine that before the 


to the command of the statute within the authority of the act. 

Mr. Hesevron. You say that is the result of language that is used 
elsewhere / 

Mr. burrovucnus. Substantially; yes, sir. 

Mr. Hesevron. That is all, Mr. Chairman. 

Mr. Hinsuaw. Does anyone else have any questions ¢ 

Mr. O’Hara. Yes: I would like to ask a question on the point that 
Mr. Heselton just raised. 

Mr. Hinsuaw. Mr. O’Hara. 

Mr. O’Hara. Who determines whether there is an actual contro 
versy? ‘That is a rather vague term to me. I think that anyone 
should have the right of appeal, who is aflected by an order of the 
secretary - that that should be their privilege and that it should not 
be a question of somebody determining whether there is an actual 
controversy. That is what I am concerned about. 

Mr. Burroveus. Well, on that question, that is again a consider 
able problem to the legal profession and to the courts who have been 
perplexed for quite some time as to just what constitutes an actual 
controversy or who is actually adversely affected. 

We are in the realm of constitutional doctrine, of course, here, and 
it actually a question for the courts to determine in each individual 
case. 

Now, I think as a practical matter, a person who would be adversely 
affected by the val dity of any order under here would be a person 





who had act ally made a challenge to the order in the administrative 
processes; that is, a party who had objected to it ind who had called 
for or demanded a public hearing, or someone else who had actually 


participated actively in the public hearing and were aggrieved by it. 
That WOU Iie lide the manutacturer of a che mical. it would 1?) 
clude a food processor and others similarly situated. 


Of course 1t would inelude the Food and Drue Administration. 


Mr. O'Hara. Of course, the practical realm, what transpires in 
idmini itive action would be published in the Iederal Register. 
hat is the onl public notice, ind there may be many, many people 
who would ve knowledge of the hearing and there may be thou 
oT neople \ oO ld be if] ected Who would tL have ft e us ial Oppo 
tunit ot keeping 1 to date o1 kederal Reo tel Ks n 

Oo 1] woul ill { { nal mght of »} ul y 
l perse W rieve Db e order o1 Sec! 
{ VV. { ) } | ( l it ( ( \ I { Lt ¢ 

Mr. B Gus. Tha right. Well, I { 
ed 'H 
f if ~ Wf } recently ¢ I I the ast i fe / / ¢ 
i tood 1 sw « ue ©! \ mecter Th ( y libet 
ce 1O md Vv s {} bt Just avout \ ocly l cornet hn on an 
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Mr. O'Hara. You indicated in a previous statement that it would 
apply to those who had taken part in the hearings and had offered 
testimony one way or the other. 

If you are going to limit it to that, there might be other persons 
who have a very valid right to appeal to the circuit court, and I won 
dered if you wanted to restrict your statement to only those who hs id 
taken part in the aia 

Mr. Burroucus. No; 1 do not, Mr. O'Hara. I was merely mention 
ing those parties as illustrative. In other words, it would embrace 
many others. 

Mr. O’Hara. That is all. 

Mr. Sprincer. Mr. Chairman. 

Mr. Hinsuaw. Mr. Springer. 

Mr. Sprincer. I am di perp, this question to Mr. Hitchner, and 
Il am referring to page 95 of the hearings of the subcommittee on July 
14, 1953. 

At that time you made five pertinent observations there, and points, 
with reference to this bill. 

Do you believe that this bill covers those five points / 

Mr. Hrrcuner. Yes, I do. 

Mr. Springer. Do you believe—and, I am referring now to page 51 
of the same hearings, and there you referred to exhibit 1, and I think 
in exhibit 1 you listed 65 suggested amendments. Do you recall that 
part ot your testimony ¢ 

Mr. Hrrcnner. I do. 

Mr. Springer. Do you believe that this bill substantially covers the 
matters mentioned in that exhibit 1 / 

Mr. Hrrcuner. They do. 

Mr. Sprincer. Referring, Mr. Hitchner, to page 4 of the statement 
of Nelson A. Rockefeller, Acting Secretary of the Department of 
Health, Education, and Welfare, dated March 8, 1954—and I am 
referring to point 4 on page 4—and I quote from that statement: 

The bill fails to authorize the collection of fees to cover the cost of this serv- 
ice. In the absence of additional funds for this purpose, we could not, without 
seriously neglecting other essential functions under the Federal Food, Drug, and 
Cosmetie Act, discharge this responsibility. 

My question is: Is there objection from your organization to the 
charging of a fee under these circumstances 4 

Mr. Hirenner. Our position on fees is simply this. We understand 
that it is the present administrative policy to recommend fees. If 
that is the general program on all of the services of the Government 
we would have no objection. However, we just want to raise the ques- 
tion that we do not feel that agriculture and the agricultural industry 
should be particularly pointed out, unless it is going to apply to all 
staenadlaa activities. We take no strong position on that point. We 
think that that is primarily for the committee to decide. 

Mr. Sprincer. That is all, Mr. Chairman. 

Mr. Hinsnaw. Does anyone else have any questions ¢ 

Mr. Mack. Mr. Chairman. 

Mr. Htnswaw. Mr. Mack. 

Mr. Mack. There is a point raised here in connection with this bill 
that I would like to have your opinion on, and that is on page 3, line 
17, that portion, “containing any added amount of such pesticide chem- 
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ical.” I am wondering if there should not be some change made 
there such as, “to any amount of such pesticide chemical not exceeding 
such tolerance.” 

Mr. Hrrenner. I did not quite get the point that you are making. 

Mr. Mack. Well, additional words, clarifying it, instead of having 
“any added amount” there. If you put in “any amount of such pesti- 
cide chemical not exceeding the tolerance”: in other words, give a limit. 

Mr. Burrovueus. Mr. Mack, I wonder if I might attempt to answer 
that question. 

I think the point you have in mind is covered in line 7, through line 
9. of page 2 

Now, the provision that you have just directed attention to is some 
thing quite distinctive. That is merely, I think, in the same phrase 
ology as the existing law. 

First, I may say that under the present act we have a provision in 
section 420.A-1 that food is adulterated that bears and contains any 
added poisonous or adulterance which may be injurious to health. 

We also operate under section 402.A—1, which provides a food is 
adulterated which bears any substance Which is unsafe within the 
meaning of section 406. 

Section 406 in turn is the substantive section which provides for the 
regulation of pesticide residues. 

So, in effect, what this provision on line 17 refers to is a situation 
where we have a tolerance at a certain limit, that the grower should 
not be subject to a penalty under section 402.A-—1. 

In other words, one of the primary purposes of the bill is to set 
something as a guide or standard so that the grower can just know 
how much ~ can apply without being subject to seizure. 

Mr. Mack. Do you feel that this legislation safeguards the health 
of the consumer, the city consumer, who has no way of telling whether 
the foods they receive have been contaminated or have been treated 
with excess pesticides ? 

Mr. Hrrcuner. I would say very definitely it is a big protection to 
public health, which includes the consumer. 

Mr. Mack. Then another point that is raised is the possibility of 
getting chemical reactions from separate processes of treatment where 
the chemicals would get into some sort of a reaction when they were 
connected together. Has that been brought up at all? 

Mr. Hrrcuner. Well, on the agricultural products, on which the 
pesticides are used, the tolerances would apply to any chemical 
combination of chemicals or any reactions which would take place, so 
that the finished farm product under there would go to the consumer 
with a safe tolerance on it. 

Mr. Mack. Yes, but what I am speaking of is, say, two different 
vegetables are produced that were treated separately. Two separate 
units of chemicals were involved, and we will say that those foods got 
into the digestive tract; we will say that two separate processes were 
treated with different types of chemicals. What would be the 
chemical reaction ? 

Mr. Hrrcuner. Well, I am no expert on that, but I would say off- 
hand that with the small amount of residue that will be established 
under this tolerance that as a practical matter, danger or any harm to 
anyone would be very remote. 








30 


FEDERAL FOOD, DRUG, AND COSMETIC ACT 





Mr. Macx. Then you say that it would not be necessary to wash or 
treat the vegetables and fruits before they entered the digestive 
tract: is that right f 

Mr. Hircuner. So long as the tolerance upon which it is based, or 
established is safe. We do not see that it would constitute any public 
health hazard. 

In other words, you establish the limit of which any residue can 
be on any agricultural food product and that must be safe. 

Mr. M ACK. And there Is ho po ibility, SO far as you know. of vet 
ting a chemical reaction from these residues? 

Mr. Hrrcuner. No: I know of none. 

Mr. Mack. This bill does not control anything that might be added 
afterward ¢ 

Mr. Hrrcuner. No, sir; that is separate legislation. 

Mr. Mack. I believe that is all, Mr. Chairman. 

Mr. Hinsuaw. Are there any further questions? If not, the com 
mittee thanks you very much for your appearance, Mr. Hitchner, and 
desires to compliment you for the strenuous and long, hard efforts 
that you have made. 

Mr. Hirenner. Thank you, sir. 

Mr. Hinsuaw. Now, we have a letter from Mr. John A. Lyons, 
which will be placed in the record at this point. 

(The letter referred to is as follows:) 

WASHINGTON, D.C 
Hon. CHARLES A. WOLVERTON, 
Chairman, Committee on Interstate and Foreign Commerce 

Dear Mr. WoLvertTON: After studying H. R. 7125, I decided that my position is 

neutral, but I would like to make a few comments. 


This \ not settle th a issue but it will be a kind of working agree 
ment while further study is being made 
At the present time most, but not all, people feel that insecticides are a neces 
+} ] 


S Vy, that we cannot do without them 
Everyone concedes that too much residue of the pesticides can be harmful to 


ealth of iman l ani Thus th ed for controls On this assump 

t e pe ‘ isaf n matter in the diet, require the body to detoxify 

ex te th Int process, an extra load is placed upon the body which 

draws upon its res¢ tential and speeds up the wearing out of the body 
lr} S cel nd i 

| S ther p ] th h the pesticides are within the 

tolerance, repeated dustings of the me crop (and this does happen, 

1 } w from experience cal ave the cumulative effect of intolerable limits 

And further, there is some « lence of pesticides accumulating within the body 

ingestion and the eating a limit of ir erance That is to say that 

times wl t be nee ng pesticide aster than it is disposing 

Aca there is the } sibility of destroying good and desirable creatures which 

naturally prey upon th Ol and thereby perpetuating the need for 


I have applied quantities of some pesticides and it is certainly an unpleasant 
task And I would hesitat o handle them habitually Those persons are the 
most likely to suffer 

The pests have, at least in some cases, acquired increased resistance to the 
pesticides, thereby necessitat increased dosage or repeated dustings which 
must have some effect of overstep] r the original limit of toleration 

Year in and year o se 0 ‘ cides is bound to ve a cumulative effect 
on the makeup of the soil, and I cannot hazard a guess as to its consequences 


Time will possibly bring in the verdict 

In my part of the country, pesticides and their use have terminated in not a 
few lawsuits. A crop adic ing another field is sometimes damaged or destroyed 
by the application of a pesticide upon the second field. ) 
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rk upon an already overworked judiciary 
And it is highly likely that this is only the beginning of the legislation whicl 


ll be required to satisfy everyone concerned 


This bill will no doubt put more wi 


Since the subject of pesticides brings up so many problems, it would be very 
vise, I think, to investigate the possibilities of growing pest-resistant crops 
here are people actively engaged in doing this at the present time They call 
their efforts organic farming Dr. Nichols, of Atlanta, Tex., and Dr. Evers, of 
Audalusia, Ala., are two of many in this country and in England who are doing 


sood work in this field. Besides doing away with the possible harm of pesticides, 
they have found that their efforts produce better tasting an more healthful 
food This is just a word or two but their efforts can be multiplied no end 
for the benefit of all 


Very sincerely, 
JOHN A. Lyons 


STATEMENT OF H. THOMAS AUSTERN, GENERAL COUNSEL, 
NATIONAL CANNERS ASSOCIATION, WASHINGTON, D. C. 


Mr. Hinsuaw. Now. Mr. H. Thomas Austern, general counsel of 


the National Canners Association, 1S present and we will be lad to 
hear him. 

Mr. Austern. Mr. Chairman, we have been privile 
a letter favo1 ing the bill to the chairman. 

Mr. Hinsu iw. We have that letter and will be pleased to place it 
n the record at this point. 


y 


‘ 


ed to address 


( he lettel referred to 18 as follow S:) 


NATIONAL CAN ASSOCIATION 
Washington, D. C., Febru 3, 1954 











Wa ) fon aa 
Dra I \\ VERT [The National ¢ ner A i ) the 
or portion of the rs of fruit vl vegeta = e United ites 
tur has a grea iter¢ n an evislation production « 
canning cro The as has, therefor ven a . ible amount of 
attention to H. R, 7125, which is a bill introduced by pre ntative liller to 
end the Federal Food, I ind ¢ ‘ \ es of 
sticide ch ls in or or va iral « nod 
The soci endorst | ntrod on J This pr l 
OcIsla Vill, if } dd I 1 the Feder Food, Drug ( ( 
I ) i rie p edure T¢ { estab hime! rs us of 
’ id e : nrawa i } 
lit of ‘ Na se Aoc hil 
processed fi Ww ne in ex s I 
tor ne cle 1 restTy pr ‘ food he « she } } 
ection 406 of the t that i t] evel S ! iI ' I 
! f dus ip foods 1 ( on 
will be taken under sectic the S& dor 
e¢ l (n i¢ I oO! ( lf 
the processed food still 1 en u { i 
diy ‘ he I> \ ‘ } 
he FDA, and by all others inte ed in t slati rhe endorsement by 
e N Cant As of H. R. 7 on bel ndus 
try is predicated on this understanding and e hope C your ce fee report 
will make it explicitly clear that th duiteration of process f will be 
dealt with exactly as before this amendment of the a 
In the new section 408 (d) (5) proposed t » he added to the act bv H. R. 71 
there is a provision that within 380 days after publication by the Secretary o 
regulation with respect to raw agricultural commodities, either establishir a 
tolerance for residues of a pesticide chemical or exempting a pesticide chemical 


from the necessity of a tolerance, any adversely affected person may file objec- 
tions thereto with the Secretary. The various categories of lversely affected 


persons have not been spelled out in this section n view of the large quantities 
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of raw agricultural commodities utilized by the canning industry, processors 
would, of course, fall within the definition of adversely affected persons. The 
endorsement of H. R. 7125 by the National Canners Association is made in the 
further anticipation that the committee report will make it clear that processors 
who process raw agricultural commodities containing pesticide residues will 
clearly be deemed adversely affected persons for purposes of filing objections 
to proposed regulations. 

In order that future controversy may be avoided, we would very much appre- 
ciate your consideration of the desirability and necessity of appropriately spell- 
ing out these two points in the committee report. 

Sincerely, 
CARLOS CAMPBELL, 
Larecutive Secretary. 

Mr. Ausrern. I have nothing to add to the letter. 

Mr. Hinsuaw. Are there any questions of Mr. Austern ‘ 

Mr. O’Hara. Mr. Chairman, I would like to ask him a question. 

Mr. Hinsnaw. Mr. O’Hara. 

Mr. O’Hara. I am pleased to have Mr. Austern here, because he 
represents so many people out in my district. 

Mr. Dotutver. I am sure that he must be a good man then. 

Mr. O’Hara. In my district, my constituents. 

Mr. Austern, permit me to ask you this question: 

A great deal depends upon the administration of and interpretation 
placed upon this by the Food and Drug Administration. Is that not 
true ¢ 

Mr. Avsrern. I should think so. 

Mr. O'Hara. This has nothing to do with—this proposed legislation 
has nothing in the way of an effect upon section 406 of the present law. 
That is true, is it not / 

Mr. Austern. That is true. 

Mr. O’Hara. Insofar as processed food is concerned. 

Mr. Austern. That is correct, Mr. O’Hara. 

Mr. O'Hara. In other words, this legislation deals with the product 
itself before it is actually canned or processed into food. Is that 
true? 

Mr. Avsrern. That is correct. 

On page 3, line 8, and again in line 10, the committee will observe 
that the application of this bill is limited to the use of pesticides in or 
on the raw agricultural commodity. “Agricultural commodity” is 
defined beginning in line 4 of page 2. 

Reading those sections together the bill is limited solely to the raw 
agricultural commodities. It does not directly affect any processed 
food, prepared from the raw agricultural commodity. 

Mr. O'Hara. Well, I notice from the letter of Mr. Campbell, Execu- 
tive Secretary of the National Canners Association, that he makes 
that distinction. 

And, one other question, Mr. Austern, that I think should be empha- 
sized, is the right of appeal. 

I gather from the statement that he feels that the report should 
make it plain that this gives to anyone affected by the order of the 
Secretary the right to appeal. Is that correct? 

Mr. Austern. I believe, sir, that the reference of Mr. Campbell 
related primarily to the right to participants in a hearing. The lan- 
guage which controls the right to participate in the hearing is precisely 
the same as the language which controls the right to appeal from the 
order to the court of appeals. 
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In the discussions with the sponsors of this bill and those who hav 
been interested in it, they have universally recognized that occasions 
might arise in which a processor would have a sufficient interest. 
There is, I believe, no disagreement on that “—— 

On the other hand, when one endeavors spell out the different 
kinds of people who might be deemed to a adversely affected, you 
a two difficulties. One, you had a very long list, and the other 

, by inadvertence, you might leave somebody out. Consequently 
ens who have labored so long and fruitful on this bill, suggested 
that it be left in the conventional language. which has been discussed 
before this committee. 

We are satisfied with that, but we believe that it would contribute 
to the legislative history of this bill if that point were rather simply 
adverted to by the committee, and we have, therefore, taken the liberty 
of recommending that. 

Mr. O’Hara. Well, what I would like to have made plain is, in light 
of the situation which I raise, in one of these administrative hearings 
and my question was, Mr. Austern, whether in the light of the prac 
tical operation of the Administrative Procedures Act, the situation 
might arise as a practical matter. 

I think it is important that we have some understanding as to who 
have the rights of appeal, whose rights are preserved. Now, do you 
take a position that only those persons who would take part in the 
proceedings and register objection before the Secretary after an orde) 
is made as to the particular insecticide are affected by this bill; that 
the right to appeal to the circuit court of appeals would only be left 
to any such person or corporation that had taken part in the proceed 
ings, whereas others who may not have any knowledge at all, know! 
edge of the effect of the order might be affected, and would not hav 
the right to appeal ? a at is your judgment on that? 

Mr. Ausrrrn. My judgment on it, sir, is that under the Reid case, 
to which refere nee has been made, the courts have indicated a great 
liber: lity in perm itting people to ap peal t to the court of appeals. In 
other words, I must say in response to that question that there is i 
the law a doctrine called the exhaustion of administrative remedies 
There might be a court which would take the position that before tl 
sections on page 12 would pe rmit an ap peal a circuit court of ap 
peals, that the party desiring to appeal should have exhausted his ad 
ministrative remedies by appealing to the Secretary. On the othe 
hand, I think it is a fair guess, Mr. O'Hara, that in such cirecumstanes 
the court of appeals would remand the case and permit the admin 
trative consideration of any objection. 

Mr. Sprincer. Will the gentleman yield at that point ? 

Mr. O’Hara. I will be ol id to yle | | to the ge ntleman. 

Mr. SPRINGER. This is in elarit 101 I th nk \ en Vy used 
word, I think that the attorney with Mr. Hitchner, when he referred 
to this wording “actual controversy as to the validity of any order,” 
of these subsections, said ths at was pre ‘liminarily in this case only, that 
all of those parties to the original proceeding in case the v do not ap 
peal, are barred under the Ac Iministrative Procedures Act. but as to 
other people who were not a party to the controversy, as of record, 
they have a right to take the appeal. 
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I think that what is meant here is a bar to those who do not take an 
appeal, Mr. O’Hara, preliminarily on the record. If they do not ap- 
peal, I think they are barred, but I think any person who raises a ques- 
tion and is: _ ‘ted himse lf, would not be barred. 

Mr. O’Har . Well. peer I would like to know is this: Here is a 
little canning « comp: ny, or here is a consumer, who has had no knowl- 
edge of the proc caldera, no aCe nee knowle dge of the proceedings, but 
he or she is affected by the order of the Secretary. They have taken 
no part in the procee dings oita atsoever up to the point th: at the order 
is made. Then, they reach a point whe re their only redress would 
be an appeal to the aaa court of appeals. Is that correct? 

Mr. Sprincer. Let us take this just as an ‘example. This reads: 

In case of actual controversy as to the validity of any order under subsection 
(d) (5), (e), or (1) any person who will be adversely affected by such order 

That is two classes of people. 

yr (1) any person who shall be adversely affected. 

The order covers all of the rest of the people who are not parties to 
the original proceedings. I think that follows. 

Mr. O’Hara. Are you in agreement with that? 

Mr. Austern. I should think that would follow. There is compar- 
ible language in section 701 of the Food and Drug statute. That 
language has been the subject of some judicial consideration. In the 
last case that we know about which was Judge Franck’s opinion in 
the Reid case, the right to appeal to the circuit court of appeals has 
been very broadly interpreted. We are satisfied, Mr. O'Hara, that in 
the case you put there would be no question whatever that a canner who 
purchases material containing these pesticides would be a person who 
would have a sufficient interest in the proceeding to appeal, if he were 
adversely affected. 

Now, the areas that have been litigated have not involved that point. 
They have involved the question of who is adversely affected. 

Now, may I illustrate that, for a second or two? 

The question usually arises, and might arise in this case, that a man 
who is manufacturing one pesticide would say that if the other were 
permitted, he is adversely affected. 

Now, I do not believe this language should be so interpreted that a 
competitor can claim that he is adversely affected because by another 
fellow being permitted to sell his pesticide he is in an economically 
poorer position. I do not think that he is adversely affected, but in 
the case of the processor who will be compelled to purchase material 
containing the pesticide and who will be subjected primarily to the 

responsibility for the interstate shipment of the processed food, he 
certainly will have a sufficient interest and will be in such position to 
say he is adversely affected. 

Now, if Judge Franck’s notion is adopted in other courts, anyone 
will be in a position to get into court, because the Second Circuit Court 
of Appea Is took the position that any consumer has a sufficient inter- 
est in any food and drug regulation, or any standard of this sort, or 
tolerance of this sort, to get into court as a consumer. That is the 
broadest rule I know of. 

Mr. O'Hara. Another thought that has been running through my 
mind is that the decisions of the court are subject to change. Now. 
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probably it should be the policy and the responsibility of this com 

mittee to determine in some degree who has that right of appeal and 
we certainly would be clearing up the realm of uncertainty, Mr. Aus- 
tern, by saying that anyone adversely affected, or some language to 
that effect, would have the right to appeal, because in these administra- 
tive orders we do know, from a practical viewpoint, that many of 
them are not in the category where they do have actual notice of what 
has been done by the departments. Is that not true? 

Mr. Ausrern. I should think that might be desired. If the com- 
mittee has any apprehension about that point, I take the liberty of 
suggesting that in your report it be stated that the doctrine of exhaust- 
ing your administrative remedies ought not to be applicable in this 
instance and with particular reference to (h) and (i) on page 12. 

Mr. O’Hara. That is all, Mr. Chairman. 

Mr. Hesevron. Mr. Chairman. 

Mr. Hinsuaw. Mr. Heselton. 

Mr. Hesetron. I see a sentence on page 17 which strikes me as 
being rather unusual. In line 14 we have this sentence: 

In no event shall the time elapsing between the making of a request for a 
certification under this subsection and final certification by the Secretary of 
Agriculture exceed one hundred and sixty days. 

Of course, I realize that elsewhere it provides for expe eee 
but there is always an initial period within which an appeal can be 
filed. There is the administrative step. There is the naples yon 
go to the circuit court of appeals, and, finally, a possible review by 
the Supreme Court. And, it seems to me that all of those steps 
would go well over 160 days. If I understand this ee correctly, 
no matter where the case may be at the end of the 160 days, the 
Secretary would have to take action. 

Mr. Ausrern. I would like, if the committee will permit, to suggest 


that that question might be answered by Mr. Burroughs. This is an 
area of this proposal in which we have no direct interest and I am 
afraid any opinion of mine would not be helpful. Iam sure that these 


calendar dates have been very carefully worked out, but I suggest, 
sir, that question be directed to Mr. Burroughs, who, with his col 
leagues, helped to formulate these provisions. 

Mr. Hinsuaw. Mr. Heselton, do you wish Mr. Burroughs to answer 
that ? 

Mr. Hrsevtron. I would like to know something about that particu- 
lar question. 

Mr. Htnsuaw. Mr. Burroughs. 

Mr. Burrovens. Mr. Chairman, as Mr. Austern has suggested, the 
time period referred to was worked over very thoroughly and thor 
oughly considered and I understand that the De ‘partment of Agricul- 
ture has approved it. In short, it is to assure against unnecessary 
delays and, in my judgment, it has no effect whatsoever on the appel- 
late procedures. 

In other words, it does not affect in any way the time period for tak- 
ing an appeal. 

Mr. Heserron. With all due respect to what you say, do you not 
believe that there could be a case where, for instance, if the applicant 
wanted further evidence, the court might order such additional evi- 
dence to be taken by the Secretary of Health, Education, and Welfare, 
or the Secretary of Agriculture ? 
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Now, that is still another step. 

Mr. Burrovucus. Yes. 

Mr. Hesevron. How can you say in all instances, where all legal 
remedies are afforded, that they will be exhausted in the period of 
160 days ¢ 

Mr. Burrovueus. Of course, it would not be expected in that case. 
In other words, in a case where you are going to introduce additional 
evidence before the court, in that case there would be an extension of 
the time period. 

Mr. Hesevton. It does not say so here. It says: 

In no eVent shall the time elapsing between the making of a request for a 
certification under this subsection and final certification by the Secretary of 
Agriculture exceed one hundred and sixty days. 

There are no provisos. 

Mr. Priest. Will the gentleman yield ¢ 

Mr. Heseuron. Yes. 

Mr. Priest. This applies, does it not, to application for tolerances 
and the 160-day limitation applies only to the point where the De- 
partment issues an order. It in no way affects the appellate provision 
after the order is issued. Is that not correct! 

Mr. Burrovens. That is correct. 

Mr. Serincer. Will the gentleman yield at that point / 

Mr. Hesevron. I will yield to the gentleman. 

Mr. Sprincer. This is for clarification. I believe that was gone 
over pretty carefully, and I think all of the legal minds of the sub- 
committee were of the opinion that your legal remedy on appeal would 
not be infringed. I think that I asked one of the judges of the circuit 
court of appeals when he was testifying before the committee what 
his opinion was on that. His opinion was that it would not be 
attected. 

Now, Mr. Heselton, you might want to know this. For instance, I 
read from the old bill—that is, from the original bill which we had 
hearings on, which was H,. R. 4277. It is provided that certification 
shall be made as soon as practical after request is made, but in no 
event more than 30 days after. Now, this is one of the points in 
col troversy and one W hich the Department of Health, Educ ation, and 
Welfare expressly objected to, this 30 day period. 


1 


Now, in the meantime they have extended it and apparently they 


have finally compromised With 160 days, whereas in the original bill 
it was 30 days. I think that this constitutes a meeting of the minds 
and is about the best that could be worked out between the people 
interested and the Department. But, it would be my opinion, and 1] 
rely upon far better legal minds than my own, that the appeal pro 


cedure would in no way be affected by the 160-day period. 

Mr. Hrnsnaw. Are there any further questions / 

Mr. Hate. Mr. Chairman. 

Mr. HinsHaw. Mr. Hale. 

Mr. Hare. I would like to observe that Mr. Austern was before us 
last year in connection with the inspection legislation and was par- 
ticularly helpful at that time. It is very gratifying to have him here 
again. 

Mr. Hrnsuaw. Indeed we remember that very well. 

Mr. AusTern. Thank you. 
Mr. Hinsuaw. Thank you v¢ 
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STATEMENT OF CHARLES W. CRAWFORD, COMMISSIONER, FOOD 
AND DRUG ADMINISTRATION, WASHINGTON, D. C. 


Mr. Hinsuaw. Now, we have present in the room Commissioner 
Crawford, Mr. Larrick, Deputy Commissioner, and Mr. Goodrich, 
Assistant General Counsel of the Food and Drug Division, if any 
member of the committee desires to ask any questions 

Mr. Sperincer. I have just one question, Mr. Chairmar 

Mr. Hinswaw. Which vou wish to ask the Commissioner ? 

Mr. Sprincer. Yes. , 

Mr. Hinswaw. Then, will you come forward, Mr. Crawford ? 

Mr. Sprincer. Mr. Crawford, you bute ioelen here ‘a tiie room all 
if the time, this morning, have you not / 

Mr. CrawForp. Yes. 

Mr. Sprincer. You remember the questions asked by Mr. Mack 
[llinois / 

Mr. Crawrorp. Yes, I have them very generally in mind. 

Mr. Springer. My only purpose in recalling that testimony is to 

ar ify one point. 

Tt is true, is it not, that this bill fits into a groove with the factor) 


ispection law passed during t he last session, with reference to entr 
} 


and Inspection of plants engaged in the proce Sing ot foods. dos 
t not / 


Mr. Crawrorp. Yes. 
Mr. Spruncer. You recall that? 


r oO} 


Mr. Crawrorp. There is nothing in conflict in this bill with the 
factory Inspection law that was passed last year. 
Mr. Sprincer. All right. Now, the factory inspection law had a 


ereat deal of controversy in connection with it that came out. One 
oint was over the right of the Department to enter and in pect food 

a case where insecticides were used. Is that not true? 

Mr. Crawrorp. Well, insecticides and there were other sources 

Mr. Sprincer. But insecticides was one of the points at issue under 

it law:is that not right ? 

\Ir. Crawrorp. That is right. 

Mr. Sprrncer. Now, that law was liberalized considerably, was 11 

to give your Department more right than you had under the 
| law to make inspections without interference. 

Mir. Crawrorp. Well, it corrected substantially the loophole in 

old law as reve% aled by the Supreme » Court in the Cardif e: ase, 

Mr. Sprrncer. Now, the effect of this bill on the whole is to clar ify 

lly what your tolerances shall be, in insecticides; is that not the 
general overall picture of H. R. 7125 ? 

Mr. Crawrorp. It is to facilitate the formulation of tolerances, to set 
up a procedure, where a controversy does not arise, and to reach also 
something which the present law ‘does not reach well, and that is 
articles which are new and the toxicity of which is not too well known. 
They are required to be shown under the procedure here and there has 
to be a showing of the safety before they can be employed. 

Mr. Sprincer. The effect of the bill is to, in a way, set standards, 
is it not, for insecticides; that is as to tolerances for safety for the 
consuming public. 
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Mr. Crawrorp. It is to set the tolerances for safety for the consum- 
ing public by limiting the amount of pesticide whic h m: ly appear on a 
raw agric ultural commodity. 

Mr. Sprincer. In effect this does set standards. Is that not right— 
tolerances / 

Mr. Crawrorp. You may regard the tolerances as standards; yes. 
The insecticide is not standardized. 

Mr. Sprrncer. Now, before this bill was drawn, we will say—you 
did not have a standard; is that not true, in the Department ¢ 

Mr. CrawFrorp. There is a provision in section 406 of the law now to 
prese ‘ribe tolerances for poisonous substances in foods, including in- 
secticides, fungicides and the like; but this would simplify that proce- 
dure and would also clarify the proceaure with respect to the inade- 
quately tested insecticides to determine just how toxic they are. 

Mr. Sprincer. That is all, Mr. Chairman. 

Mr. O’Hara. Mr. Chairman. 

Mr. Hinsuaw. Mr. O’Hara. 

Mr. O’Hara. Mr. Crawford, what is your procedure under the 
present law as to making examinations of raw foods for purposes of 
Inspec tion, or making tests of the healthfulness, or whatever you want 
to examine them for? Do you proceed under the factory inspection 
law theory that is now the ‘law, or what is your actual procedure i in 
making these inspections of raw foods?) Are you governed—what | 
am getting at is, are you governed by the present factory inspection 
law in making those inspections, or is that in a separate category ? 

Mr. Crawrorp. Well, that is a part of the procedure, Mr. O'Hara, 
to make inspection of packing plants, and in getting this food in 
from the fields, and examining their method of ¢ leaning and examin- 
ing the shipments for interstate commerce, to determine the amount 
of residue that they contain; spray residue that they contain. 

Mr. O'Hara. What I would like to know is whether you have a 
right—here a man grows apples, we will say ; whether you have a right 
to go out into the orchard and pick apples off the trees and examine 
them there or are you concerned only when they reach the factory 
where they are being processed ? 

Mr. Crawrorp. Well, we have concern over them where they are 
being processed for interstate shipment. Now, we do, as a matter of 
investigation go out into the orchards and talk to the farmers some- 
times about what their spray schedule has been. But, our legal 
interest begins with the processing of those things for interstate 
shipment. 

Mr. O’Hara. In other words, this law would not change or affect 
the factory inspection law in any way. Is that correct? 

Mr. Crawrorp. Not in the slightest. 

Mr. O’Hara. That is all, Mr. Chairman. 

Mr. Mack. Mr. Chairman. 

Mr. Hinsuaw. Mr. Mack. 

Mr. Mack. Mr. Crawford, I would like to ask that same question I 
asked a few minutes ago with reference to the safeguard to the city 
consumer who is not too familiar with and has no way of knowing 
exactly what insecticides are, what their chemical components are; 
and the question that I want an answer to is as to all of the different 
chemicals that are in these insecticides today which are supposed to 
be necessary, the question is as to whether the total of all of these addi- 
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tions may be harmful to the health of the people. And, that is in 
connection with the treatment in the various processes of vegetables 
and fruits. 

I want to know if there is not a possibility of getting a chemical 
reaction from an accumulation of these chemicals. 

Mr. Crawrorp. That all depends upon the quality of these various 
chemicals. If tolerances were set for the protection of the public 
health, as they are authorized to be set by this bill, they will be so low 
that the consumer will be safeguarded in the consumption of the 
individual foods, not only for which certain tolerances are set, but 
in the overal! diet of the consumer. That is the objective of having 
these tolerances both under the present law and as this bill is written, 
to see to it that the tolerances as distributed to these different food 
products are so low that the sum total of what the consumer is likely 
to get in the diet will not impair his health. 

Mr. Mack. In other words, you do not think that as a result of the 
combination of two or more of these chemical residues resulting from 
the eating of the food might produce for some, a highly toxic condi- 
tion, and for some it might adversely affect them ? 

Mr. Crawrorp. Well, that is something that would have to be 
studied, of course, in connection with each of the individual poisonous 
substances that were considered in connection with the tolerance here. 

What I have said here, I think, may be nailed down somewhat on 
page 4 of the bill, in line 6—well, starting in line 2: 

In establishing any such regulation, the Secretary shall give appropriate con- 
sideration, among other relevant factors, (1) to the necessity for the produ 
tion of an adequate, wholesome, and economical food supply; (2) to the other 
ways in which the consumer may be affected by the same pesticide chemical or 
by other related substances that are poisonous or deleterious. 

In other words, the Secretary must take into account the overall 
load of these various toxic substances the consumer is liable to get. 

Now, if there should be in the group of things here, which are to be 
used for insecticidal purposes, two things which might react to each 
other to produce more toxic conditions that too would have to be 
taken into consideration and dealt with in the tolerance for those 
two substances, and the amount that should be restricted to a point so 
small that the consumer would not be adversely affected by it. 

Mr. Mack. Do you think that the Secretary will go low enough on 
this, in these substances, in these insecticides that it would not be 
possible to have a combination of chemicals that would produce a 
toxic condition ¢ 

Mr. Crawrorp. It is mandatory, by the provisions I have just read 
here, that the Secretary take these things into account and if sufficient 
research has not been done to show just how toxic they may be, it might 
result in the issuance of a zero tolerance—none of it being permitted. 

Mr. Mack. That is all, Mr. Chairman. 

Mr. Hinsuaw. I think there are no other witnesses to appear this 
morning. Thank you very much for your appearance, Mr. Crawford. 
And, the hearing will be closed and the committee will go into execu- 
tive session. We will ask to have the room cleared. 

(Thereupon, at 11:45 a. m., the hearings were closed and the com- 
mittee proceeded to the consideration of other business, after which 


it adjourned.) 
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